^TENT COOPERATION TRt TY 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF THE RECORDING 

(PCT Rule 92bis.1 and 
Administrative Instructions, Section 422) 


To: 

FENSTER, Paul 

Fenster & Company Patent 

Attorneys, Ltd. 

P.O. Box 10256 

PETACH TIKVA 49002 

ISRAEL 


Date of mailing (day/month/year) 

15 June 2000 (15.06.00) 


Applicant's or agent's file reference 
082/00506 


IMPORTANT NOTIFICATION 


International application No. 

PCT/IL98/00299 


International filing date (day/month/year) 

24 June 1998 (24.06.98) 



1. The following indications appeared on record concerning: 

X the applicant | | the inventor [ | the agent | [ the common representative 


Name and Address 

SUNLIGHT ULTRASOUND TECHNOLOGIES 
LTD, 

P.O. Box 2513 
76100 Rehovot 
Israel 


State of Nationality 
IL 


State of Residence 
IL 


Telephone No. 


Facsimile No. 


Teleprinter No. 


2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
1 [ the person X the name j | the address | | the nationality | | the residence 


Name and Address 

SUNLIGHT MEDICAL, LTD. 
P.O. Box 2513 
76100 Rehovot 
Israel 


State of Nationality 
IL 


State of Residence 
IL 


Telephone No. 


Facsimile No. 


Teleprinter No. 


3. Further obsi&rvations, if necessary: 


4. A copy of this notification has been sent to: 
1 X| the receiving Office | | the designated Offices concerned 
1 [ the International Searching Authority | X| the elected Offices concerned 
1 X[ the International Preliminary Examining Authority [ | other: 





Authorized officer 




The International Bureau of WlPO 




34, chemin des Colombettes 


R. Raissi 




121 1 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 




Form PCT/IB/306 (March 1994) 




003353555 
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From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

Assistant Commissioner for Patents 
United States Patent and Trademark 
Office 
Box PCT 

Washington, D.C.20231 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing (day/month/year) 
06 October 1999 (06.10.99) 




International application No. 
PCT/IL98/00299 


Applicant's or agent's file reference 
082/00506 


International filing date (day/month/year) 
24 June 1998 (24.06.98) 


Priority date (day/mo nth/year) 
03 March 1998 (03.03.98) 


Applicant 

KANTOROVICH, Edward et al. 



1, The designated Office is hereby notified of its election made: 

I X I in the demand filed with the International Preliminary Examining Authority on: 
22 July 1999 (22.07.99) 

I I in a notice effecting later election filed with the International Bureau on: 



2. The election | X| was 

I I was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 





Authorized officer 


The tntemational Bureau of WlPO 




34, chemin des Colombettes 


Maria Kirchner 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 



Form PCT/IB/331 (July 1992) 2881416 
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OF A CHANGE 

(PCT Rule 92bis.1 and 
Administrative Instructions, Section 422) 


To: 

FENSTER, Paul 

Fenster & Company Patent 

Attorneys, Ltd. 

P.O. Box 10256 

PETACH TIKVA 49002 

ISRAEL 


Date of mailing (day/month/year) 
06 October 1999 (06.10.99) 


Applicant's or agent's file reference 
082/00506 


IMPORTANT NOTIFICATION 


International application No. 

PCT/IL98/00299 


International filing date (day/month/year) 

24 June 1998 (24.06.98) 



1. The following indications appeared on record concerning: 



I I the applicant 



□ 



the inventor 



X 



the agent [ | the common representative 



Name and Address 

FENSTER, Paul 

Fenster & Company Patent 

Attorneys, Ltd. 

P.O. Box 2741 

49127 Petach Tikva 

Israel 


State of Nationality 


State of Residence 


Telephone No. 

+972 3 921 5380 


Facsimile No. 

+972 3 921 5383 


Teleprinter No. 


2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
1 1 the person | | the name X the address [ | the nationality | | the residence 


Name and Address 

FENSTER, Paul 

Fenster & Connpany Patent 

Attorneys, Ltd. 

P.O. 80x 10256 

PETACH TIKVA 49002 

Israel 


State of Nationality 


State of Residence 


Telephone No. 

+972 3 921 5380 


Facsimile No. 

+972 3 921 5383 


Teleprinter No. 



3. Further observations, if necessary: 



4. A copy of this notification has been sent to: 

I X| the receiving Office 
I I the International Searching Authority 
X the International Preliminary Examining Authority 



I I the designated Offices concerned 
I X| the elected Offices concerned 
I I other: 



The International Bureau of WlPO 


Authorized officer 


34, chemin des Colombettes 


Maria Kirchner 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 
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To: 

FENSTER ,PauI 

FENSTER & COMPANY PATENT 

ATTORNEYS, LTD 

P.O.Box 10256 

Petach Tikva 49002 

ISRAEL 


pp-r4FENSTER & 

NinTIFIPATIDN OF TRANSMITTAL OF 
THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(POT Rule 71.1) 


Date of mailing fl AO 
(day/month/year) 'SI ^ 


Applicant's or agenf s file reference 
082/00506 


IMPORTANT NOTlFICA'nON 


International application No. 
PCT/IL98/00299 


International filing date (day/month/year) 
24/06/1998 - 


Priority date (day/month/year) 
03/03/1998 


Applicant 

SUNLIGHT ULTRASOUND TECHNOLOGIES LTD. et al. 



1. The applicant is hereby notified that this International Prelinninary Examining Authority transmits herewith the 
intemational preliminary examination report and its annexes, if any, established on the intemational application. 

2. A copy of the report and its annexes, if any, is being transmitted to the Intemational Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the Intemational Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by perfomning certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Fomn PCT/IB/301). 

Where a translation of the intemational application must be fumished to an elected Office, that translation must 
contain a translation of any annexes to the intemational preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant* s Guide. 



Name and mailing address of the IPEA/ 



European Patent Office 
D-80298 f^/lunich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized officer 
DEL FRATE, A 

Tel.+49 89 2399-241 3 
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PCT 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agenf a file rafsroncs 
082/00506 


See Notlflcatlon of Transmittal of Internalional 
FOR FURTHER ACTION Preliminary Examination Report (Fomi PCT/IPEA/41 6) 


tntamational eppllcatlon No, 
PCT/IL98/00299 


International filing data (day/monxhfyesir) 
24/0S/1998 


Priority date (day/monih/yaar) 
03/03/1 998 


International Patent Claaslflcation (IPC) or r>a1 
G01 H5/00 


ion at daesifi^tlon and IPC 


Applicant 

SUNLIGHT ULTRASOUND TECHNOLOQIES LTD. et al. 



1 . This International preliminary examination report has been prepared by this International Preliminary E:<amlning Authority 
and Is transmitted to the applicant according to Article 36, 



2. This REPORT consists of a total of 1 1 sheets, including This cover sheet. 

S This report is also accompanied by ANNEXES, Le. sheets of the description, claims and/or drawings which have 
bean amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.1 6 and Section 607 of the Administrative Instructions under the PCT), 

These annexes consist of a total of 1 2 sheets. 



3. This report contains indications relating to the following items: 
I H Basis of the report 



Non-establishment pt opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suportlng such statement 



11 


□ 


ill 

IV 




V 




VI 


□ 


VII 




Vlll 





Certain defects in the International application 
Certain observations on the international application 



Date of submission of the demand 
22/07/1999 


Date of completion of this report 


Name and mailing address of the IntemaQonaJ 
pmlimlnary examlnins authority: 

^ European Patent Office 

rffl) D-a029B Munich 

Tel. +49 89 2999 - 0 TX: 623656 epmu d 

Fax: +45 2399 - A465 


Authorized officar >:;S»5M5rv 

Thomas. J C 

Telephona No. +49 09 2399 2226 ^ 



Fonn PCT/IPEA/A09 (cover sheet) (January 1994) 
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INTERNATIONAL PRELIMINARY EXAMINATIO 

(PCT Article 36 and Rule 70) 




Applicants or agents file reference 
082/00506 


See Notification of Transmittal of International 
FOR FURTHER ACTION preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/IL98/00299 


International filing date (day/month/year) 
24/06/1998 


Priority date (day/month/year) 
03/03/1998 


International Patent Classification (IPC) or nal 
G01H5/00 


ionaJ classification and IPC 


Applicant 

SUNLIGHT ULTRASOUND TECHNOLOGIES LTD. et a!. 



1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 1 1 sheets, including this cover sheet. 

H This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 1 1 sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 



Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations suporting such statement 







II 


□ 


Ml 




IV 




V 




VI 


□ 


VII 




VItt 





Date of submission of the demand 



22/07/1999 



Date of completion of this report 



05.00 



Name and mailing address of the international 
preliminary examining authority: 
European Patent Office 

D-80298 Munich 
Tel. +49 89 2399 - 0 Tx: 523656 epmu d 

Fax: +49 89 2399 - 4465 



Authorized officer 
Thomas. J 

Telephone No. +49 89 2399 2226 




Form PCT/IPEA/409 (cover sheet) (January 1994) 



INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/IL98/00299 

I. Basis of the report 

1 This report has been drawn on the basis of {substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originalty filed" and are not annexed to 
the report since they do not contain amendments): 

Description, pages: 

1 -38 filed with the demand 

Claims, No.: 

1 .79 as received on 09/05/2000 with letter of 07/05/2000 

Drawings, sheets: 

1/9-9/9 filed with the demand 



2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. H This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

see separate sheet 

4. Additional observations, if necessary: 



ill. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
H claims Nos. 37,55-76. 

because: 
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□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination {specif^: 

H the description, claims or drawings {indicate particuiar elements beloy^ or said claims Nos. 37 are so unclear 
that no meaningful opinion could be fonned (specif^: 

see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be fomied. 

Kl no international search report has been established for the said claims Nos. 55-76. 
IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 
S paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

la not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the intemational application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

IS the parts relating to claims Nos. 1-54,77-79. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


2-1 8,20-26,28,30-36,38-41 ,43,47-54 


No: 


Claims 


1,19,27,29,42,44-46,77 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-36,38-54,77 


Industrial applicability (lA) 


Yes: 


Claims 


1-36,38-54,77 




No: 


Claims 





2. Citations and explanations 
see separate sheet 

VII. Certain defects in the international application 

The following defects in the fomn or contents of the international application have been noted: 
see separate sheet 

VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item I 

Basis of the report 

1 . Concerning claims 78 and 79, no basis could be found for the claimed subject- 
matter in the originally filed version. 

No opinion is therefore given with respect to claims 78 and 79. because the 
defined subject-matter extends beyond the originally filed content of the 
application as filed (Art. 19(2) PCT). 

Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and 
industrial applicability 

1 . With respect to claim 37 no opinion is established, because the subject-matter is 
not defined with respect to technical features defining the probe, but by general 
physical phenomena which are inherent to the subject-matter defined in all claims 
on which claim 37 depends. 

Re Item IV 

Lack of unity of invention 

1. No search report was established conceming claims 58-76. Consequently, these 
claims are not considered for substantive examination. 

2. Concerning claims 1-57, they do not present a single inventive concept according 
to Rule 13.1 PCT. and therefore do not fulfill the requirements thereof. In 
particular, there is lack of unity "a priori", because no common inventive concept 
can be seen in the subject-matter defined in the claims of the following three 
different inventions: 

Invention 1: Claims 1-37, 77-79 
Invention 2: Claims 38-54 
Invention 3: Claims 55-57 
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2.1 The only common part of the three different groups is that they deal with 
ultrasonic wave propagation in a body in order to evaluate physical parameters. 
This is a well known concept. 

2.2 The first invention, presented by claims 1-37 and 77-79. deals with the 
determination of the wave velocity in a bone by measuring three different travel 
times of ultrasonic waves transmitted from and received at the surface of the body 
under examination, including the bone. The problem solved by this invention is the 
determination of a physical parameter of the bone in a non-invasive manner. 

2.3 The subject-matter of claims 38-54. presenting the second invention, deals with 
the provision of a probe including parts made out of material with a high 
attenuation coefficient. The problem solved by this invention is the minimisation of 
the contributions of parasitic waves in the detected signals. The solution is 
realized by a specifically adapted equipment for transmission and reception so 
that the parasitic waves are best-suppressed along their travelling path. 

2.4 The subject-matter of claims 55-57. presenting the third invention, deals with the 
discrimination of parasitic ultrasonic wave contributions in the recorded signals 
which were transmitted through the body under examination. The problem of 
undesired parasitic wave contributions within the detected signals is solved by 
processing the detected signals in a specific way, namely by windowing the 
recorded signals according to predetermined time delays. 

2.5 The above inventions 1 to 3 share neither the same nor any corresponding 
technical feature forming a contribution over the prior art (Rule 13.2 PCT, second 
sentence). Moreover, i.e. they do not form a linked series of problems and 
solutions. Consequently, claims 1-57 and 77-79 do not satisfy the requirement of 
unity of invention. Rule 13 PCT. 

2.6 Substantive examination was only carried out for the first two groups of invention 
for which the additional fees were paid in time, namely for claims 1-54 and 77-79. 
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Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

1 . Reference is made to the following documents: 

D1: US-A-5 143 072 (KANTOROVICH EDWARD ET AL) 1 September 1992 
D2: WO 97 13145 A (SUNLIGHT ULTRASOUND TECHNOLOGI; 

KANTOROVICH EDWARD (IL)) 10 April 1997 
D3: US-A-5 426 979 (KANTOROVICH EDWARD ET AL) 27 June 1995 
D4: US-A-4 669 482 (OPHIR JONATHAN) 2 June 1987 

Statement concerning the first invention (claims 1-37 and 77-79) 

2. The independent claims 1 , 27 and 29 lack novelty according to Art. 33(1 ,2) PCT, 
because of the following reasons: 

2.1 Claim 1: D1 shows a method of determining the mechanical parameters of a 
solid, such as a bone, surrounded by a soft tissue (c. 8, 1. 28-35). Determination of 
the mechanical parameters includes the determination of the acoustic bone 
velocity (c. 10, I. 36-43). According to D1, the mechanical parameters and the 
acoustic velocities are determined from the travel times of four different ultrasonic 
waves, namely two refracted P-waves and two refracted S-waves, travelling from 
the surface through the solid and back to the surface (see Fig. 1 and 2; c.7, I. 41- 
c.9, 1. 51). 

In D1, the transmitters and receivers are in general placed in the direction of a 
long axis (c. 5, I. 57-59), but this is not limiting. If the receivers and transmitters 
are not necessarily arranged collinear, the only alternative is a non collinear 
arrangement. 

Therefore, all features defined in claim 1 are already known from D1, taking away 
the novelty of claim 1 (Art. 33(1,2), PCT). 

2.2 Claim 27: The defined subject-matter is also anticipated by D1 for the following 
reasons: 

In addition to what is already mentioned with respect to claim 1, D1 mentions also 
the estimation of the thickness of the soft tissue in order to derive the acoustic 
bone velocity (c. 8, I. 67 - c. 9, I. 10 and C. 1 1, I. 38-46) by solving a set of 
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simultaneous equations (). 

Consequently, also the independent claim 27 lacks novelty according to Art. 
33(1,2) PCT. 

2.3 Claim 29: The defined subject-matter is also anticipated by D1 for the following 
reasons: 

D1 shows a device with ultrasonic transmitter and receiver elements, which are 
not necessarily disposed in a collinear manner and can therefore also be disposed 
non collinearly (c. 5, I. 57-59). The elements are controlled by a controller (Fig. 5). 
The device is furthermore suitable to derive the acoustic velocity of bones from 
the measurements of four travel times {Fig. 5; c. 1 1 , I. 3-60). 
Consequently, the device defined in claim 29 is already known from D1 (Art. 
33(1,2) PCT). 

3. The additional features of the following dependent claims of the first invention lack 
also novelty (Art. 33(1.2) PCT): 

3.1 Claim 19: The additional feature is known from D1 , because the possibility of 
deriving the acoustic velocities of the solid and the soft tissue using four travel 
times is already mentioned in D1 (Fig. 5). 

3.2 The additional feature of claim 77 is already covered by the formulation of the 
independent claim 1. 

4. The additional features of the following dependent claims of the first invention lack 
an inventive step (Art. 33(1.3) PCT): 

4.1 Claims 2, 3: Generating different waves simultaneously by a single transmitter is 
part of the common knowledge, as it is on the same time simultaneously recording 
of different waves with a single receiver. 

4.2 Claims 4-17, 20-26: The additional features of the mentioned claims appear to 
present simple design features or they are so trivial, that they have to be 
considered to be part of the common knowledge. These claims can consequently 
not present an inventive step. 

4.3 Claim 18: Taking the estimated acoustic velocity of the soft tissue layer into 
account while estimating the acoustic velocity of the solid is already known from 
D2 (abstract), and is therefore not inventive. 

4.4 Claim 28: The additional feature, namely the determination of the acoustic 
velocity of the soft tissue layer, is already known from D2, which relates also to a 
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method for determining bone characteristics (abstract). 

4.5 The additional features of the apparatus defined in claims 30-34 present only 
simple design features, and renders therefore the subject-matter not inventive. 

4.6 Additional features of claims 35 and 36 are taught by D3 (Fig. 9A). 

Statement concerning the second invention (claims 38-54) 

5.1 The independent claim 38 is not inventive, because of the following reasoning: 

5.2 D3 shows a probe for acoustic velocity determination wherein an ultrasonic 
transmitter (62; Fig. 17) and a receiver (60) are so arranged, that an acoustic 
barrier (404) attenuates the waves which travel along the direct line between the 
two ultrasonic elements (c. 18, I. 38-48). 

The subject-matter of present claim 38 differs therefore from what is known from 
D3 by the use not of a single acoustic barrier, but by a plurality of staggered 
barriers. 

The objective problem which is solved by what is defined in claim 38 is the 
provision of an efficient assembly in order to avoid spurious waves travelling in the 
probe and not in the volume under examination. 

Outgoing from the idea of a single barrier as shown in D3, the man skilled in the 
art would in a straight forward manner add several other similar barriers as the 
one already present in D3, in order to suppress in a more efficient way waves 
travelling in the probe. 

Consequently, in view of D3 and the common knowledge of the person skilled in 
the art, the subject-matter of claim 38 can not be considered to be inventive (Art. 
33(1 ,3) PCT. 

5.3 The subject-matter of the independent claim 44 is not new as required by Art. 
33(1 ,2) PCT for the following reasons: 

D3 shows in Fig. 17 an ultrasonic probe, wherein two transducers (62) and three 
receivers (60, 64) are arranged bordering an acoustic chamber (406) which also 
comprises an attenuating material such as rubber (408). 

5.4 Consequently, the subject-matter of independent claim 44 is already known from 
D3. 
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6. The additional features of the dependent claims 42, 45 and 46 of the second 
invention are not new (Art. 33(1,2) PCT) for the following reasons: 

6.1 Claim 42: Also the probe in D3 is adapted for acoustic bone velocity 
determination. 

6.2 Claim 45: The use of an ultrasonic grid in similar devices is also shown in D3 (Fig. 
19 and 20). 

6.3 Claim 46: Electrically scanning the ultrasonic grid is also known from D3 (Fig. 20; 
c. 19, I. 33-59). 

7. The additional features of the following dependent claims of the second invention 
lack an inventive step (Art. 33(1,3) PCT): 

7. 1 Claim 39: To use an attenuation filter in order to attenuate ultrasonic waves is part 
of the common knowledge. 

7.2 Claim 40: It is also part of the common knowledge to electrically shield the 
transmitters and receivers in order not to disturb the measurements. 

7.3 Claim 41: In the light of the reasoning given in paragraph 5.2 above, it is also not 
inventive to add further ultrasonic elements and to separate all of them by 
additional barriers. 

7.4 Claim 43: The additional feature of an acoustic chamber is already known from 
D3 (Fig. 17; c. 18, 1. 20-49) wherein the acoustic chamber (406) comprises an 
attenuating material (408) such as rubber (c. 18, 1. 43). 

7.5 Claim 47: The use of a phased array in a device using ultrasonic wave 
propagation for the determination of mechanical parameters, is already known 
from D4 (c. 9, I. 67-c.l, I. 6). 

7.6 Claim 48: Controlling the phased array electronically and controlling the angles of 
the wave paths is already known from D4 (c. 9, 1. 67-c. 10, 1. 24). 

7.7 Claim 49-54: The additional features are trivial and part of the general common 
knowledge. 

Re Item VII 

Certain defects in the international application 

1 . The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 
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Re Item VIII 

Certain observations on the international application 

1 . Although claims 1 and 27, and claims 38 and 44 have been drafted as separate 
independent claims, they appear to relate effectively to the same subject-matter 
and to differ from each other only with regard to the definition of the subject-matter 
for which protection is sought. The aforementioned claims therefore lack concise- 
ness. 

Hence, claims 1 , 27, 38 and 44 do not meet the requirements of conciseness (Art. 
6 PCT). 

2. The additional features in the apparatus claims 36 and 42 relate to a method of 
using the apparatus rather than clearly defining the apparatus in terms of its 
technical structural features. The intended limitations are therefore not clear from 
this claim, contrary to the requirements of Article 6 PCT (PCT-Guideline, Section 
IV, lll-4.8a). 

3. The following expressions are vague and unclear as such, thereby rendering the 
definition of the subject-matter of the claims unclear (Art. 6, PCT). 

3.1 Claim 1: "start and end points are not collinear" leaves the reader in doubt 
whether all start and end points have to be respectively non collinear, or if the 
start points among themselves have to be non collinear and the end points among 
themselves have to be non collinear, or if only one start or end point can be non 
collinear with respect to the remaining start and end points. 

3.2 Concerning the soft tissue portions in claims 8-1 1 it is noticed, that the portions 
are not clearly defined in order to limit in a second step the travel path with 
respect to these portions. 

3.3 Claims 12-17: The bone parts are not clearly defined in order to limit further 
features with respect to the length of the unclearly defined bone parts. 

3.4 Claim 38: "significantly" has no precise meaning. 
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CLAIMS / 

L A method of detennining an acoustic velocity in a sefment of a bone covered with a 
layer of soft tissue having an outer surface, comprising: / 

determining a first travel time of a first ultrasonic' wave along a first path fi-om said 
outer surface back to said outer surface which path includes at least a first pan of said bone 
segment; j 

determining a second travel time of a second uiltrasonic wave along a second path fi-om 
said outer surface back to said outer surface which nCth includes at least a second part of said 
bone segment; / 

determining a third travel time of a third uftrasonic wave along a third path fi-om said 
outer surface back to said outer surface which path includes at least a third part of said bone 
segment; and 

deriving said acoustic velocity in said^segment of bone fi-om said three determined 
travel times. 



2. A method according to claim 1, wherein at least two of said first, second and third 
waves are generated simultaneously by a single transmitter. 



3. A method according to claim 1 or claim 2, wherein at least two of said first, second and 
20 third waves are detected simultaneously bv a single receiver. 

4. A method according to any of claims 1-3, wherein at least two of said first, second and 
third waves each have an average fi-equerfcy that is substantially the same, when generated. 



i 



25 5. A method according to any of claims 1 -3, wherein at least two of said first, second and 
third waves each have an average fi-equency that is substantially different, when generated. 

6. A method according to any of claims 1-5, wherein at least two of said first, second and 
third waves each have an average fi-equ'ency that is substantially different, when detected. 



7. A method according to any of claims 1-5, wherein at least two of said first, second and 
third waves each have an average fi-eq|iency that is substantially the same, when detected. 

8. A method according to any o| claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein at least two of said first second and third 

19 ' 
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paths have an overlap of at least 20% over the length of their soft tissue portions. 

9. A method according to any of claims 1-7, wherein each of said firstw/(econd and third 
paths comprises soft tissue portions and wherein at least two of said first; second and third 

5 paths have an overlap of at least 30% over the length of their soft tissue positions. 

10. A method according to any of claims 1-7, wherein each of saifl first, second and third 
paths comprises soft tissue portions and wherein no two of said fir/, second and third paths 
overlap by more than 20% of the length of their soft tissue portions/ 



10 



11. A method according to any of claims 1-7, wherein eachAf said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and third paths 
overlap by more than 30% of the length of their soft tissue poi/ions. 

15 12. A method according to any of claims 1-11, wherei^at least two of said first, second 

13. A method according to any of claims 1-11, wherein at least two of said first, second 
and third bone parts overlap at least 40% over their length. 



20 



14. A method according to any of claims 1-11, \Vherein at least two of said first, second 
and third bone parts overlap at least 70% over their length. 

15. A method according to any of claims 1-11, wherein no two of said first, second and 

16. A method accordmg to any of claims IjU, wherein no two of said first, second and 
third bone parts overlap by 40% or more of their/length. 

30 17. A method according to any of claims I'-ll, wherein no two of said first, second and 
third bone parts overlap by 70% or more of their length. 

/ 

18. A method according to any of claims 1-17, comprising estimating a soft tissue velocity 
and wherein deriving said acoustic velocity comprises deriving said bone velocity using said 
35 estimated soft tissue velocity. 
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19. A method according to any of claims 1-17, comprising detemiining a ftJurth travel time 
of a fourth ultrasonic wave along a fourth path from said outer surface>iDack to said outer 
surface which path includes at least a fourth part of said bone segment/^d wherein deriving 

5 said acoustic velocity comprises deriving a bone velocity also using thisHburth travel time. 

20. A method according to any of claims 1-19, wherein geo/etric projections of at least 
two of said acoustic wave paths onto the outer surface are parallel. 
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21. A method according to any of claims 1-19, whereh/no geometric projections of said 
acoustic wave paths onto the outer surface are parallel to each other. 

22. A method according to any of claims 1-19, wherein said acoustic waves are generated 
and detected by ultrasonic elements and wherein saidiultrasonic elements are not coplanar. 

23. A method according to any of claims 1 -22/wherein said outer surface is not parallel to 
an outer surface of said bone, while said waves travel through said bone 

/ 

24. A method accordmg to any of claims 1 -^23, wherein deriving comprises solving a set of 
20 simultaneous equations. 

25. A method according to any of claims 1-24, comprising, repeating said determining of 
travel times and said deriving of acoustic velocity for a plurahty of bone segments, to generate 
a map of acoustic bone velocity of at least a portion of a bone. 



25 



26. A method according to any of ci'aims 1-25, comprising, repeating said determining of 
travel times and said deriving of acoustic velocity for a plurality of orientations of travel of 
said waves through said bone, to generate a map of directional acoustic bone velocity of at 
least a portion of a bone. j 

30 I 

I 

27. A method of determining at least one of a set of unknowns, including an acoustic bone 
velocity, soft tissue velocity, a thickness of said soft tissue and an inclination angle of an outer 
surface of said soft tissue relative to the bone, comprising: 

determining the travel time of at least three ultrasonic waves which travel from said 
35 surface, to said bone, along the surface of said bone and back to said surface; and 
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deriving at least one of said unknowns from said three determined travel^mes. 

28. A method according to claim 27, wherein said at least one unkno^yf comprises the soft 
tissue velocity. 

29. A method according to claim 27, comprising assuming a value for at least one of said 
unknowns. 



30. A method according to claim 29, wherein said assiyned unknown comprises a soft 
10 tissue velocity. 



5 
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31. A probe for acoustic bone velocity measurement, comprising: 
at least four ultrasonic elements, at least one o/which comprises a transmitter and at 

least one of which comprises a receiver; and 

a controller which controls said at least one transmitter to transmit at least three 
ultrasonic waves through a layer of soft tissue to a'bone, which controller detects via said at 
least one receiver, at least relative travel times oS said three waves, after they travel along a 
surface of said bone and which controller derives an acoustic bone velocity from said 
determined at least travel times. 

20 

32. A probe according to claim 31, wherem said at least four ultrasonic elements comprise 
three transmitters and one receiver. 

33 . A probe according to claim 3 1 , wherein said at least four ultrasonic elements comprise 
25 three receivers and one transmitter. 

34. A probe according to claim 31, wjherein said at least four ultrasonic elements comprise 
two receivers and two transmitters. 

30 35. A probe according to any of claims 3 1-34, wherein said ultrasonic elements are not all 

coUinear. | 

■I 

I 

36. A probe according to any of claims 31-34, wherein said ultrasonic elements are all 
collinear. 

/ 
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37. A probe according to any of claims 31-36, wherein all of said ultrasonic elements are 
coplanar. / 
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38. A probe according to any of claims 31-36, wherein not all df said ultrasonic elements 
are coplanar. 

39. A probe according to any of claims 31-38, wherein said probe is adapted to be urged 
against a skin layer of a soft tissue and wherein said ultrasonic/elements are inclined relative to 
said layer at an inclination angle. 

40. A probe according to claim 39, wherein said. inclination angle is determined responsive 
to an expected acoustic bone velocity. 



41 . A probe according to any of claims 3 1 -40, wherein said at least three ultrasonic waves 
15 are generated by a single transmitter as a single wave/ which wave scatters to form said at least 
three waves. 



42. A probe for acoustic velocity determination, comprising: 

at least two ultrasonic elements, at least/one of which comprises a transmitter and at 
20 least one of which comprises a receiver; and / 

a plurality of staggered acoustic barriers which significantly attenuate ultrasonic waves 
which travel along a direct hne in said probe between said transmitter and said receiver 

/ 

43. A probe according to claim 42, wherein volumes in said probe between said at least 
25 one transmitter, said at least one receiver and said barriers comprise an ultrasonic attenuating 

filler. 



30 



44. A probe according to claims 42 or/claim 43, comprising electrical shielding for said at 
least one receiver and at least one transmifter. 

I 

45. A probe accordmg to any of clainis 42-44, comprising at least two additional ultrasonic 
elements, which elements are also acoustifcally separated by said barriers. 



46. A probe according to any of ( 
35 bone velocity determination. 



claims 42-45, wherein said probe is adapted for acoustic 
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/ 

47. A probe according to any of claims 42-46, wherein an acoustic^hamber is defined as 
being bordered by said at least transmitter and said at least receiveyand a plane to be placed 
against a body, wherein said acoustic chamber comprises acoustically attenuating material. 

5 

48. An ultrasonic probe comprising: 
at least two ultrasonic elements, at least one of which comprises a transmitter and at 

least one of which comprises a receiver; and / 

an acoustic chamber defined as being bordered b^ said at least transmitter and said at 
10 least receiver and a plane to be placed against a body, / 

wherein said acoustic chamber comprises acoustically attenuating material. 

49. A probe according to any of claims Sj^S, wherein said ultrasonic elements are 
comprised in an ultrasonic element grid. 

15 

50. A probe according to claim 49, wherein said probe scans a bone by electrically 
scanning said grid. 

5L A probe according to any of claims 31-50, wherein at least one of said ultrasonic 
20 elements comprises a phased array. 

52. A probe according to claim 5l| wherein an inclination angle for said phased array 
elements is achieved by electrically controlling said phased array. 

25 53. A probe according to any of /laims 31-52, comprising a memory device attached to 
said probe, wherein calibration data for said probe are stored on said memory device. 

54. A probe according to claim/53, wherein said calibration data comprises at least one 
distance between ultrasonic elements, 

/ 

55. A probe according to claim 53 or 54, wherein said calibration data comprises at least 
one vertical displacement of an ulfrasonic element. 

56. A probe according to claim 53 or 54, wherein said calibration data comprises at least 
35 one vertical displacement of a path between two of said ultrasonic elements. 
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57. A probe according to any of claims 53-56, wherein said calibration data comprises a 
late cutoff time, after which received waves are ignored. 

5 58. A probe according to any of claims 53-57, wherein said calibration data comprises an 
acoustic velocity of a portion of the probe between at least one qf said ultrasonic elements and 
a surface against which said probe is urged in use. 

59. A method of rejecting parasitic signals in an acousti/ bone velocity probe, comprising: 
detecting signals arriving at a receiver, from a trpismitter, ostensibly after the signal 
traveled through a portion of bone; and 

rejecting said signal if said signal arrives after/a predetermined time limit, associated 
with waves which do not travel through the bone, 

15 60. A method according to claim 59, wherein ^aid signal is rejected if it arrives before a 
second time limit. 

61. A method according to claim 59 or claim 60, wherein said predetermined time limit is 
determined based on a calibration of the probe.j 

20 

62. A method of detecting the arrival of ^ ultrasonic wave from a bone, in the presence of 
waves traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft-tissue waves; and 
analyzing said signals to detect ch^ges in amplitude in at least one frequency in said 
25 signal, which changes are associated with said wave from said bone. 

63. A method according to claims 62, wherein said analyzing comprises determining a 
significant increase in amplitude of the signal, when a wave arrives from a bone. 

30 64. A method of detecting the arrival of an ultrasonic wave from a bone, in the presence of 
waves traveling substantially only throiigh soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft tissue waves at a first 
receiver; j 

acquiring a signal representative of said bone wave and said soft tissue waves at a 



35 second receiver; and / 
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correlating the two signal to detect arrival of a wave from said bone. 

65. A method according to claim 64, wherein said correlation i/performed responsive to 
the generation of said wave. 

66. A method according to claim 65, wherein said correlation is performed responsive to 
an expected arrival time window of said wave. 

67. A method of acoustic bone velocity determinatiori/ comprising: 
10 urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 

parallel to an underlying bone surface; / 

transmitting at least one wave to said bone surface and receiving at least two waves 
from said bone surface, wherein said received waves are waves that are not reflected from said 



surface; 



15 measuring a travel time for each of said received waves; and 

/ 

deriving said acoustic bone velocity from said measured travel times. 

/ 

68. A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
20 parallel to an underlying bone surface; j 

transmitting at least one wave from said probe to said bone surface and receiving at 
least two waves from said bone surfacef wherein waves are transmitted and received from 
locations in the probe, which transmission and reception locations are not coplanar; 

measuring a travel time for each/of said received waves; and 

... . / 

25 denvmg said acoustic bone velocity from said measured travel times. 



69- A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone veloicity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 
30 transmittmg at least one w^ve to said bone surface and receiving at least two waves 

from said bone surface, wherein the waves connect at least three locations in the probe, each 

said location being a transmission location or a receiving location and wherein at least one pair 

j 

of connected locations is not collinear with any other pair of connected locations; 

I 

measuring a travel time for said received waves; and 
35 deriving said acoustic bonelvelocity from said measurements. l^^m ^t^-nn m% 
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70. A method of acoustic bone velocity detemiination, comprising: 
transmitting at least one ultrasonic wave to a bone, which wave^ travels along the 

surface of the bone; 
5 receiving said wave; and 

analyzing a travel time of a particular frequency in said recdved wave, wherein said 
particular frequency is related to an expected thickness of a cortex omhe bone. 

71. A method according to claim 70, wherein said wave is ^transmitted as a narrow band 
10 wave at said particular frequency. 

72. A method of calibrating a probe including a plurality of ultrasonic elements including 
at least one transmitter and one receiver, comprising: j 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
15 first plurality of travel times between at least two pairs ^f said ultrasonic elements; 

coupling said probe to a plate having a second /known acoustic velocity and measuring 
a second plurality of travel times between at least two/pairs of said ultrasonic elements; and 

determining from said travel times at least two distances between pairs of said 
ultrasonic elements. 



20 



73. A method according to claim 72, wherein determining comprises determining at least 
one average vertical displacement of at least one^of said pairs of elements. 



/ 



74. A method of calibrating a probe comprising a plurality of ultrasonic elements including 
25 at least one transmitter and one receiver, the method comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times between at leas( two pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring 
a second plurality of travel times between at least two pairs of said ultrasonic elements; and 
30 determining from said travel time J at least one average vertical displacement of at least 

one of said pairs of elements. \ 

75. A method according to any of claims 72-74, wherein said plurahty of ultrasonic 
elements comprises at least four ultrasonic elements. 

35 f^EPlACEO BY 
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76. A probe for acoustic bone velocity detennination, comprising/ 
at least two ultrasonic elements, at least one of which coiyprises a transmitter and at 

least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises at least oji^ vertical displacement of a path 
between two of said ultrasonic elements. 

77. A probe for acoustic bone velocity determinaticJn, comprising: 
at least two ultrasonic elements, at least one/of which comprises a transmitter and at 

least one of which comprises a receiver; and 

• a memory device attached to said probe,y(vherein calibration data for said probe 
stored on said memory device, 

wherein said calibration data comprises/a late cutoff time, after which received waves 
are ignored. 

78. A probe according to claim 76 or cla'im 77, wherein said calibration data comprises at 
least one distance between ultrasonic elements 

/ 

79. A probe accordmg to any of claims 76-78, wherein said calibration data comprises at 
least one vertical displacement of an ultrasonic element. 

80. A probe according to any of claims 76-79, wherein said calibration data comprises an 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a surface against which said probe is urged in use. 
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mulliple directions so tlJ^ velocity image of the tissue can be iS^structed, preferably using 
tomographic methods* 

As described above, the arrival of a wave from the bone is usually detenruned by that 
wave being a first wave which arrives at a particular receiver. In a preferred embodiment of the 
invention, a first wave fi-om a bone is detected even if it is not a first wave at the receiver. In 
one preferred embodiment of the invention, use is made of the fact that the wave which travels 
through bone has different characteristics than a wave which travels only through soft tissue 
andyor a wave which: travels through probe 250. One example of a different characteristic 
frequency-dependent attenuation. Another example is frequency dependent dispersiorL Thus, 
when a wave is detected at a receiver, that wave may be analyzed to detenniae when the wave 
changes from a "soft tissue" type wave to a 'TDone*' type wave. Alternatively or additionally, 
when a wave starts arriving from the bone, an increase, ia at amphtude of least certain 
frequency components, may be detected. Since that newly arriving wave is additive to the soft- 
tissue traveling wave. . 

In a preferred embodiment of the invention, a desired wave is detected in a method 
which bypasses and/or supplements the above considerations, This embodiment is based on 
the following observation: If a single wave is transmitted fix»m a transmitter and is received by 
two different receivers, the received waves will have similar characteristics, In particular, the 
change in wave which occurs when a wave arrives from the bone will be similar for the two 
receivers, even though the background signal caused by waves which travel through soft tissue 
is different. In a preferred embodiment of the invention, the signal traces from two receivers 
are correlated to each other. It is expected that a strong correlation be detected where the bone- 
traveled waves arrive at the receivers. Determining a time delay by correlation may, in some 
cases be more accurate than by first-arrived wave and may also be more robust to noise. In a 
preferred embodiment of the invention, the correlation is limited to a time window in which 
waves from the bone are expected. Alternatively or additionally, a periodic pulsed wave is 
used, so that the effect of a correct correlation is multipHed and can be tested against a match 
to the pulsing schenrie. 

It will be appreciated by persons skilled in the art that the present invention is not 
limited by what has been particularly shown and described hereiQ- Rather, the scope of the 
present invention is lijmited only by the following claims. 
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CLAIMS 

1. A method of deterniining an acoustic velocity in a segment of a bone covered with a 
layer of soft tissue having an outer surface, comprising: 

determining a first travel time of a first ultrasonic wave along a first path firom said 
outer surface back to said outer surface which path includes at least a first part of said bone 
segment; 

determiiung a second travel time of a second ultrasonic wave along a second path from 
said outer surface back to said outer surface which path includes at least a second part of said 
bone segment; 

determining a third travel time of a third ultrasonic wave along a third path from said 
outer surface back to said outer surface which path includes at least a third part of said bone 
segment; and 

deriving said acoustic velocity in said segment of bone from said three determined 
travel times, 

wherein said paths each start at a start point and end at an end point and wherein said 
start and end points are not coUinear. 

2. A method according to claim 1, wherein at least two of said first, second and third 
waves are generated simultaneously by a single transmitter. 

3. A method according to claim 1 or claim 2, wherein at least two of said first, second and 
third waves are detected simultaneously by a single receiver. 

4. A method according to any of claims 1-3. wherein at least two of said first, second and 
third waves each have an average frequency that is substantially the same, when generated. 

5. A method according to any of claims 1-3, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially different, when generated. 

6. A method according to any of claims 1-5, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially different, when detected. 

7. A method according to any of claims 1-5, wherein at least two of said first, second and 

39 



082/00506 A02 




f r «»• ft t r 1 * r * r r t < 

third waves each have an average frequency that is cubSstptiaUy the skne.-wlfcien^et^^ 

8. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein at least two of said first, second and third 
paths have an overlap of at least 20% over the length of their soft tissue portions. 

9. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein at least two of said first, second and third 
paths have an overlap of at least 30% over the length of their soft tissue portions. 

10. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and third paths 
overlap by more than 20% of the length of their soft tissue portions. 

11. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and third paths 
overlap by more than 30% of the length of their soft tissue portions. 

12. A method according to any of claims 1-1 1 , wherein at least two of said first, second and 
third bone parts overlap at least 20% over their length. 

13. A method according to any of claims 1-11, wherein at least two of said first, second and 
third bone parts overlap at least 40% over their length. 

14. A method according to any of claims 1-11, wherein at least two of said first, second and 
third bone parts overlap at least 70% over their length. 

15. A method according to any of claims 1-11, wherein no two of said first, second and 
third bone parts overlap by 20% or more of their length. 

16. A method according to any of claims 1-11, wherein no two of said first, second and 
third bone parts overlap by 40% or more of their length. 

17. A method according to any of claims 1-11, wherein no two of said first, second and 
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third bone parts overlap by 70% or more of the^ leEgtt^ /• \[- ' •-,/',, ' 

1 8. A method according to any of claims 1-17, comprising estimating a soft tissue velocity 
and wherein deriving said acoustic velocity comprises deriving said bone velocity using said 
estimated soft tissue velocity. 

19. A method according to any of claims 1-17, comprising determining a fourth travel time 
of a fourth ultrasonic wave along a fourth path from said outer surface back to said outer 
surface which path includes at least a fourth part of said bone segment and wherein deriving 
said acoustic velocity comprises deriving a bone velocity also using the fourth travel time. 

20. A method according to any of claims 1-19, wherein geometric projections of at least 
two of said acoustic wave paths onto the outer surface are parallel. 

21. A method according to any of claims 1-19, wherein no geometric projections of said 
acoustic wave paths onto the outer surface are parallel to each other. 

22. A method according to any of claims 1-19, wherein said acoustic waves are generated 
and detected by ultrasonic elements at end faces thereof and wherein said end faces are not 
coplanar. 

23. A method according to any of claims 1-22, wherein said outer surface is not parallel to 
an outer surface of said bone, while said waves travel through said bone. 

24. A method according to any of claims 1-23, wherein deriving comprises solving a set of 
simvdtaneous equations. 

25. A method according to any of claims 1-24, comprising, repeating said determining of 
travel times and said deriving of acoustic velocity for a plurality of bone segments, to generate 
a map of acoustic bone velocity of at least a portion of a bone. 

26. A method according to any of claims 1-25, comprising, repeating said determining of 
travel times and said deriving of acoustic velocity for a plurality of orientations of travel of said 
waves through said bone, to generate a map of directional acoustic bone velocity of at least a 
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27. A method of determining at least one of a set of unknowns, including an acoustic bone 
velocity, soft tissue velocity, a thickness of said soft tissue and an inclination angle of an outer 
surface of said soft tissue relative to the bone, comprising: 

determining the travel time of at least three ultrasonic waves which travel from said 
surface, to said bone, along the surface of said bone and back to said surface; 
assuming a value for at least one of said unknowns; and 

deriving, by solving a set of simultaneous equations, at least one of said xmknowns 
from said three determined travel times and from said assumed value. 

28. A method according to claim 27, wherein said assumed unknown comprises a soft 
tissue velocity. 

29. A probe for acoustic bone velocity measurement, comprising; 

at least four ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver, wherein said ultrasonic elements are not all coUinear; 
and 

a controller which controls said at least one transmitter to transmit at least fliree 
ultrasonic waves through a layer of soft tissue to a bone, which controller detects via said at 
least one receiver, at least relative travel times of said tiiree waves, after they travel along a 
surface of said bone and which controller derives an acoustic bone velocity from said 
determined at least travel times. 

30. A probe according to claim 29, wherein said at least four ultrasonic elements comprise 
three transmitters and one receiver. 

31. A probe according to claim 29, wherein said at least four ultrasonic elements comprise 
three receivers and one transmitter. 

32. A probe according to claim 29, wherein said at least four ultrasonic elements comprise 
two receivers and two transmitters. 



33. A probe according to any of claims 29-32, wherein all of said ultrasonic elements are 
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coplanar. 

ir 1 • . oQ -^o wliprpin not all of said ultrasonic elements 
34. A probe according to any of claims 29-32, wherem not an o 

are coplanar. 

' 35 A probe according to any of claims 29-34, wherein said probe comprises a surfece 
adapted to be urg«i against a skin layer of a soft tissue and wherein said ultrasonic elements 
are inclined relative to said surfece at an inclination angle. 

,0 36. A probe according to claim 35, wherein said incUnation angle is detennined responsive 
to an expected acoustic bone velocity. 

37 A probe a^ording to any of claims 29-36. wteen, said at leas, three ultrasonic waves 
are generated by a single «ansmitter as a single wave, which wave scatters to form sard at leas, 

15 three waves. 

38 A probe for acoustic velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a plurahty of staggered acoustic barriers which significantly attenuate ultrasomc waves 
which travel along a direct line in said probe between said transmitter and said receiver. 

39 A probe according to claim 38. wherein volumes in said probe between sa,d a. lea^ one 
transmitter, said a, leas, one receiver and said bamers comprise an ultrasonic anenuahng filler. 



25 



30 



40. A probe according to claims 38 or claim 39. comprising elecrtcal shielding for said a. 
least one receiver and at least one transmitter. 

41 A probe according .o any of claims 38-40. comprising at least two additional ultrasonic 
elements, which element are also acousticaUy separated by said bamers. 

42. A probe according ,o any of claims 38-41. wherein said probe is adapted for acoustic 
bone velocity determination. 
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43. A probe according to any of claims 38j^4'2,< wlierein]^an acoustic^ chaoibe^ is defined as 
being bordered by said at least transmitter and said at least receiver and a plane to be placed 
against a body, wherein said acoustic chamber is filled with an acoustically attenuating 
material. 

44. An ultrasonic probe comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

an acoustic chamber defined as being bordered by said at least transmitter and said at 
least receiver and a plane to be placed against a body, 

wherein said acoustic chamber is filled with an acoustically attenuating material. 

45. A probe according to any of claims 29-44, wherein said ultrasonic elements are 
comprised in an ultrasonic element grid. 

46. A probe according to claim 45, wherein said probe scans a bone by electrically 
scanning said grid. 

47. A probe according to any of claims 29-46, wherein at least one of said ultrasonic 
elements comprises a phased array. 

48. A probe according to claim 47, wherein an inclioation angle for said phased array 
elements is achieved by electrically controlling said phased array. 

49. A probe according to any of claims 29-48, comprising a memory device attached to 
said probe, wherein calibration data for said probe are stored on said memory device. 

50. A probe according to claim 49, wherein said cahbration data comprises at least one 
distance between ultrasonic elements. 

51. A probe according to claim 49 or 50, wherein said calibration data comprises at least 
one vertical separation of an ultrasonic element. 



52. A probe according to claim 49 or 50, wherein said calibration data comprises at least 
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53. A probe according to any of claims 49-52, wherein said calibration data comprises a 
late cutoff time, after which received waves are ignored. 

54. A probe according to any of claims 49-53. wherein said calibration data comprises an 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a surface against which said probe is urged in use. 

55. A method of rejecting parasitic signals in an acoustic bone velocity probe, comprising: 
detecting signals arriving at a receiver, from a transmitter, ostensibly after the signal 

traveled through a portion of bone, wherein detecting a signal comprises detecting a first wave 
arriving at the receiver from the transmitter, and 

rejecting said signal if said signal arrives after a predetermined time limit, associated 
with waves which do not travel through the bone. 

56. A method according to claim 55, wherein said signal is rejected if it arrives before a 
second time limit. 

57. A method according to claim 55 or claim 56, wherein said predetermined time hmit is 
determined based on a calibration of the probe. 

58. A method of detecting the arrival of an ultiasonic wave from a bone, in the presence of 
waves traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft-tissue waves; and 
analyzing said signals to detect changes in amplitiide in at least one frequency in said 
signal, which changes are associated with said wave from said bone. 

59. A method according to claims 58. wherein said analyzing comprises determining a 
significant increase in amplitude of the signal, when a wave arrives from a bone. 

60. A method of detecting a delay in tiie arrival of ultiasonic waves from a bone, in tiie 
presence of waves traveling substantially only tiirough soft tissue, comprising: 

acquiring a signal representative of one arriving bone wave and soft tissue waves; 
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acquiring a signal representative of another ag;i^mg*bone^jva>fe*and' softnissue waves; 

and 

correlating the two signal to determine a relative difference in travel times of the one 
wave and the another wave. 

5 

61. A method according to claim 60, wherein said correlation is performed responsive to 
the generation of said one arriving wave. 

62. A method according to claim 61, wherein said correlation is performed responsive to an 
10 expected arrival time window of said one arriving wave. 

63. A method of acoustic bone velocity determination, comprisiag: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 
15 transmitting at least one wave to said bone surface and receiving at least two waves 

from said bone surface, wherein said received waves are waves that are not reflected from said 
surface; 

measuring a travel time for each of said received waves; and 
deriving said acoustic bone velocity from said measured travel times. 

20 

64. A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 

transmitting at least one wave from said probe to said bone surface and receiving at 
25 least two waves from said bone sxuface, wherein waves are transmitted and received from 
locations in the probe, which transmission and reception locations are not coplanar; 

measuring a travel time for each of said received waves; and 

deriving said acoustic bone velocity from said measured travel times. 

30 65. A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 

transmitting at least one wave to said bone surface and receiving at least two waves 
from said bone surface, wherein the waves connect at least three locations in the probe, each 
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said location being a transmission location or a receiving location and* wherem at 'least one pair 

-3 

of connected locations is not coUinear with any other pair of connected locations; 
measuring a travel time for said received waves; and 
deriving said acoustic bone velocity from said measurements. 

66. A method of acoustic bone velocity determination, comprising: 

transmitting at least one ultrasonic wave to a bone, which wave travels along the 
surface of the bone; 

receiving said wave; and 

analyzing a travel time of a particular frequency in said received wave, wherein said 
particular frequency is related to an expected thickness of a cortex of the bone. 

67. A method according to claim 66, wherein said wave is transmitted as a narrow band 
wave at said particular frequency. 

68. A method of calibrating a probe including a plurality of ultrasonic elements including at 
least one transmitter and one receiver, comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times between at least two pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring a 
second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining from said travel times at least two distances between pairs of said 
ultrasonic elements. 

69. A method according to claim 68, wherein determining comprises determining at least 
one average vertical displacement of at least one of said pairs of elements, 

70. A method of calibrating a probe comprising a plurality of ultrasonic elements including 
at least one transmitter and one receiver, the method comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurahty of travel times between at least two pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring a 
second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining from said travel times at least one average vertical displacement of at least 
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71. A method according to any of claims 68-70, wherein said plurality of xiltrasonic 
elements comprises at least four ultrasonic elements. 

72. A probe for acoustic bone velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises at least one vertical displacement of a path 
between two of said ultrasonic elements. 

73. A probe for acoustic bone velocity determination, comprising; 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said cahbration data comprises a late cutofiF time, after which received waves 
are ignored. 

74. A probe according to claim 72 or claim 73, wherein said calibration data comprises at 
least one distance between ultrasonic elements. 

75. A probe according to any of claims 72-74, wherein said calibration data comprises at 
least one vertical displacement of an ultrasonic element. 

76. A probe according to any of claims 72-75, wherein said calibration data comprises an 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a surface against which said probe is urged in use. 

77. A method according to any of claims 1-27, wherein said end points are not collinear. 



78. 



A method according to any of claims 1-27 or 77, wherein said end points are in a fixed 
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79. A probe according to any of claims 29-54, wherein said ultrasonic elements are in 
fixed spatial relationship. 
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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/IL98/00299 

I. Basis of the report 

1 This report has been drawn on the basis of {substitute sheets which have been furnished to the receiving Office in 
' response to an invitation under Articie 14 are referred to in this report as ''originally filed" and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

1 -37 as originally filed 

38 filed with the demand 

Claims, No.: 

1 .79 as received on 09/05/2000 with letter of 07/05/2000 

Drawings, sheets: 

1 /9-9/9 as originally filed 



2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. H This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 

see separate sheet 

4. Additional observations, if necessary: 



111. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 

□ the entire international application. 
H claims Nos. 37,55-76. 
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because: 



□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

K the description, claims or drawings {indicate particular elements beloW) or said claims Nos. 37 are so unclear 
that no meaningful opinion could be formed {specify^: 

see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

K no international search report has been established for the said claims Nos. 55-76. 
IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees the applicant has: 

□ restricted the claims. 
^ paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. □ This Authority found that the requirement of unity of invention is not complied and chose, according to Rule 

68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 

□ complied with. 

S not complied with for the following reasons: 
see separate sheet 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

O the parts relating to claims Nos. 1 -54,77-79. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Yes: 
No: 



Claims 
Claims 



2-18,20-26,28,30-36,38-41,43,47-54 
1,19,27,29,42,44-46,77 



Inventive step (IS) 



Yes: 
No: 



Claims 
Claims 



1-36,38-54,77 



Industrial applicability (lA) Yes: Claims 1-36,38-54,77 

No: Claims 

2. Citations and explanations 
see separate sheet 

VII. Certain defects in the internattonai application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

Vill. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item I 

Basis of the report 

1 . Concerning claims 78 and 79, no basis could be found for the claimed subject- 
matter in the originally filed version. 

No opinion is therefore given with respect to claims 78 and 79, because the 
defined subject-matter extends beyond the originally filed content of the 
application as filed (Art. 19(2) PCT). 

Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and 
industrial applicability 

1 . With respect to claim 37 no opinion is established, because the subject-matter is 
not defined with respect to technical features defining the probe, but by general 
physical phenomena which are inherent to the subject-matter defined in all claims 
on which claim 37 depends. 

Re Item IV 

Lack of unity of invention 

1, No search report was established concerning claims 58-76. Consequently, these 
claims are not considered for substantive examination. 

2. Concerning claims 1-57, they do not present a single inventive concept according 
to Rule 13.1 PCT. and therefore do not fulfill the requirements thereof. In 
particular, there is lack of unity "a priori", because no common inventive concept 
can be seen in the subject-matter defined in the claims of the following three 
different inventions: 

Invention 1: Claims 1-37. 77-79 
Invention 2: Claims 38-54 
Invention 3: Claims 55-57 
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2.1 The only common part of the three different groups is that they deal with 
ultrasonic wave propagation in a body in order to evaluate physical parameters. 
This is a well known concept. 

2.2 The first invention, presented by claims 1-37 and 77-79, deals with the 
determination of the wave velocity in a bone by measuring three different travel 
times of ultrasonic waves transmitted from and received at the surface of the body 
under examination, including the bone. The problem solved by this invention is the 
determination of a physical parameter of the bone in a non-invasive manner. 

2.3 The subject-matter of claims 38-54, presenting the second invention, deals with 
the provision of a probe including parts made out of material with a high 
attenuation coefficient. The problem solved by this invention is the minimisation of 
the contributions of parasitic waves in the detected signals. The solution is 
realized by a specifically adapted equipment for transmission and reception so 
that the parasitic waves are best-suppressed along their travelling path. 

2.4 The subject-matter of claims 55-57, presenting the third invention, deals with the 
discrimination of parasitic ultrasonic wave contributions in the recorded signals 
which were transmitted through the body under examination. The problem of 
undesired parasitic wave contributions within the detected signals is solved by 
processing the detected signals in a specific way, namely by windowing the 
recorded signals according to predetermined time delays. 

2.5 The above inventions 1 to 3 share neither the same nor any corresponding 
technical feature forming a contribution over the prior art (Rule 13.2 PCT, second 
sentence). Moreover, i.e. they do not form a linked series of problems and 
solutions. Consequently, claims 1-57 and 77-79 do not satisfy the requirement of 
unity of invention, Rule 13 PCT. 

2.6 Substantive examination was only carried out for the first two groups of invention 
for which the additional fees were paid in time, namely for claims 1-54 and 77-79. 
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Re Item V 

Reasoned statement under Article 35(2) with regard to novelty. Inventive step or 
industrial applicability; citations and explanations supporting such statement 

1 . Reference is made to the following documents: 

D1: US-A-5 143 072 (KANTOROVICH EDWARD ET AL) 1 September 1992 
D2: WO 97 13145 A (SUNLIGHT ULTRASOUND TECHNOLOGI; 

KANTOROVICH EDWARD (IL)) 10 April 1997 
D3: US-A-5 426 979 {KANTOROVICH EDWARD ET AL) 27 June 1995 
D4: US-A-4 669 482 (OPHIR JONATHAN) 2 June 1987 

Statement concerning the first invention (claims 1-37 and 77-79) 

2. The independent claims 1 , 27 and 29 lack novelty according to Art. 33(1 ,2) PCT, 
because of the following reasons: 

2.1 Claim 1: D1 shows a method of determining the mechanical parameters of a 
solid, such as a bone, surrounded by a soft tissue (c. 8, 1. 28-35). Determination of 
the mechanical parameters includes the determination of the acoustic bone 
velocity (c. 10, I. 36-43). According to D1, the mechanical parameters and the 
acoustic velocities are determined from the travel times of four different ultrasonic 
waves, namely two refracted P-waves and two refracted S-waves, travelling from 
the surface through the solid and back to the surface (see Fig. 1 and 2; c.7, I. 41- 
C.9, I. 51). 

In D1, the transmitters and receivers are in general placed in the direction of a 
long axis (c. 5. 1. 57-59), but this is not limiting. If the receivers and transmitters 
are not necessarily arranged collinear. the only alternative is a non collinear 
arrangement. 

Therefore, all features defined in claim 1 are already known from D1, taking away 
the novelty of claim 1 (Art. 33(1,2), PCT). 

2.2 Claim 27: The defined subject-matter is also anticipated by D1 for the following 

reasons: 

In addition to what is already mentioned with respect to claim 1, D1 mentions also 
the estimation of the thickness of the soft tissue in order to derive the acoustic 
bone velocity (c. 8, 1. 67 - c. 9, 1. 10 and C. 11, 1. 38-46) by solving a set of 
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simultaneous equations (). 

Consequently, also the independent claim 27 lacks novelty according to Art. 
33(1,2) PCX. 

2.3 Claim 29: The defined subject-matter is also anticipated by D1 for the following 
reasons: 

D1 shows a device with ultrasonic transmitter and receiver elements, which are 
not necessarily disposed in a collinear manner and can therefore also be disposed 
non collinearly (c. 5, I. 57-59). The elements are controlled by a controller (Fig. 5), 
The device is furthermore suitable to derive the acoustic velocity of bones from 
the measurements of four travel times (Fig. 5; c. 1 1, L 3-60). 
Consequently, the device defined in claim 29 is already known from D1 (Art. 
33(1,2) PCT). 

3. The additional features of the following dependent claims of the first invention lack 
also novelty (Art. 33(1,2) PCT): 

3.1 Claim 19: The additional feature is known from D1, because the possibility of 
deriving the acoustic velocities of the solid and the soft tissue using four travel 
times is already mentioned in D1 (Fig. 5). 

3.2 The additional feature of claim 77 is already covered by the formulation of the 
independent claim 1. 

4. The additional features of the following dependent claims of the first invention lack 
an inventive step (Art. 33(1 ,3) PCT): 

4.1 Claims 2, 3: Generating different waves simultaneously by a single transmitter is 
part of the common knowledge, as it is on the same time simultaneously recording 
of different waves with a single receiver. 

4.2 Claims 4-17, 20-26: The additional features of the mentioned claims appear to 
present simple design features or they are so trivial, that they have to be 
considered to be part of the common knowledge. These claims can consequently 
not present an inventive step. 

4.3 Claim 18: Taking the estimated acoustic velocity of the soft tissue layer into 
account while. estimating the acoustic velocity of the solid is already known from 
D2 (abstract), and is therefore not inventive. 

4.4 Claim 28: The additional feature, namely the determination of the acoustic 
velocity of the soft tissue layer, is already known from D2, which relates also to a 
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method for determining bone characteristics (abstract). 

4.5 The additional features of the apparatus defined in claims 30-34 present only 
simple design features, and renders therefore the subject-matter not inventive. 

4.6 Additional features of claims 35 and 36 are taught by D3 (Fig. 9A). 

Statement concerning the second invention (claims 38-54) 

5.1 The independent claim 38 is not inventive, because of the following reasoning: 

5.2 D3 shows a probe for acoustic velocity determination wherein an ultrasonic 
transmitter (62; Fig. 17) and a receiver (60) are so arranged, that an acoustic 
barrier (404) attenuates the waves which travel along the direct line between the 
two ultrasonic elements (c. 18, I. 38-48). 

The subject-matter of present claim 38 differs therefore from what is known from 
D3 by the use not of a single acoustic barrier, but by a plurality of staggered 
barriers. 

The objective problem which is solved by what is defined in claim 38 is the 
provision of an efficient assembly in order to avoid spurious waves travelling in the 
probe and not in the volume under examination. 

Outgoing from the idea of a single barrier as shown in D3, the man skilled in the 
art would in a straight forward manner add several other similar barriers as the 
one already present in D3, in order to suppress in a more efficient way waves 
travelling in the probe. 

Consequently, in view of D3 and the common knowledge of the person skilled in 
the art, the subject-matter of claim 38 can not be considered to be inventive (Art. 
33(1.3) PCT. 

5.3 The subject-matter of the independent claim 44 is not new as required by Art. 
33(1 ,2) PCT for the following reasons: 

D3 shows in Fig. 17 an ultrasonic probe, wherein two transducers (62) and three 
receivers (60. 64) are arranged bordering an acoustic chamber (406) which also 
comprises an attenuating material such as rubber (408). 

5.4 Consequently, the subject-matter of independent claim 44 is already known from 
D3. 
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6. The additional features of the dependent claims 42, 45 and 46 of the second 
invention are not new (Art. 33(1,2) PCT) for the following reasons: 

6.1 Claim 42: Also the probe in D3 is adapted for acoustic bone velocity 
deternnination. 

6.2 Claim 45: The use of an ultrasonic grid in similar devices is also shown in D3 (Fig. 
19 and 20). 

6.3 Claim 46: Electrically scanning the ultrasonic grid is also known from D3 (Fig. 20; 
c. 19, I. 33-59). 

7. The additional features of the following dependent claims of the second invention 
lack an inventive step (Art. 33(1,3) PCT): 

7.1 Claim 39: To use an attenuation filter in order to attenuate ultrasonic waves is part 
of the common knowledge. 

7.2 Claim 40: It is also part of the common knowledge to electrically shield the 
transmitters and receivers in order not to disturb the measurements. 

7.3 Claim 41: In the light of the reasoning given in paragraph 5.2 above, it is also not 
inventive to add further ultrasonic elements and to separate all of them by 
additional barriers. 

7.4 Claim 43: The additional feature of an acoustic chamber is already known from 
D3 (Fig. 17; c. 18, I. 20-49) wherein the acoustic chamber (406) comprises an 
attenuating material (408) such as rubber (c. 18, I. 43). 

7.5 Claim 47: The use of a phased array in a device using ultrasonic wave 
propagation for the determination of mechanical parameters, is already known 
from D4 (c. 9. I. 67-c.l, I. 6). 

7.6 Claim 48: Controlling the phased array electronically and controlling the angles of 
the wave paths is already known from D4 (c. 9, I. 67-c. 10, I. 24). 

7.7 Claim 49-54: The additional features are trivial and part of the general common 
knowledge. 

Re Item VII 

Certain defects in the international application 

1 . The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 
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Re Item VIII 

Certain observations on the international application 

1 . Although claims 1 and 27, and claims 38 and 44 have been drafted as separate 
independent claims, they appear to relate effectively to the same subject-matter 
and to differ from each other only with regard to the definition of the subject-matter 
for which protection is sought. The aforementioned claims therefore lack concise- 
ness. 

Hence, claims 1, 27, 38 and 44 do not meet the requirements of conciseness (Art. 
6 PCT). 

2. The additional features in the apparatus claims 36 and 42 relate to a method of 
using the apparatus rather than clearly defining the apparatus in terms of its 
technical structural features. The intended limitations are therefore not clear from 
this claim, contrary to the requirements of Article 6 PCT (PCT-Guideline, Section 
IV, lll-4.8a). 

3. The following expressions are vague and unclear as such, thereby rendering the 
definition of the subject-matter of the claims unclear (Art. 6, PCT). 

3.1 Claim 1: "start and end points are not collinear" leaves the reader in doubt 
whether all start and end points have to be respectively non collinear, or if the 
start points among themselves have to be non collinear and the end points among 
themselves have to be non collinear, or if only one start or end point can be non 
collinear with respect to the remaining start and end points. 

3.2 Concerning the soft tissue portions in claims 8-11 it is noticed, that the portions 
are not clearly defined in order to limit in a second step the travel path with 
respect to these portions. 

3.3 Claims 12-17: The bone parts are not clearly defined in order to limit further 
features with respect to the length of the unclearly defined bone parts. 

3.4 Claim 38: "significantly" has no precise meaning. 



Form PCT/Separate Sheet/409 (Sheet 7) (EPO- April 1997) 



082/00506 AOl 




multiple directions so that a velocity image of the tissue can be reconstructed, preferably using 
topiographic methods. 

As described above, the arrival of a wave from the bone is usually deteraiined by that 
wave being a first wave which arrives at a particular receiver. In a preferred embodiment of the 
invention, a first wave from a bone is detected even if it is not a first wave at the receiver. In 
one preferred embodiment of the invention, use is made of the fact that the wave which travels 
through bone has different characteristics than a wave which travels only through soft tissue 
and/or a wave which travels through probe 250. One example of a different characteristic 
frequency-dependent attenuation. Another example is frequency dependent dispersion. Thus, 
when a wave is detected at a receiver, that wave may be analyzed to determine when the wave 
changes from a "soft tissue" type wave to a "bone" type wave. Alternatively or additionally, 
when a wave starts arriving from the bone, an increase, in at ampUtude of least certaia 
frequency components, may be detected. Since that newly arriving wave is additive to the soft- 
tissue traveliQg wave. 

In a preferred embodiment of the iavention, a desired wave is detected in a method 
which bypasses and/or supplements the above considerations. This embodiment is based on 
the following observation: If a single wave is transmitted from a transmitter and is received by 
two different receivers, the received waves will have similar characteristics. In particular, the 
change ia wave which occurs when a wave arrives from the bone will be similar for the two 
receivers, even though the background signal caused by waves which travel through soft tissue 
is different. In a preferred embodiment of the invention, the signal traces from two receivers 
are correlated to each other. It is expected that a strong correlation be detected where the bone- 
traveled waves arrive at the receivers. Determining a time delay by correlation may, in some 
cases be more accurate than by first-arrived wave and may also be more robust to noise. In a 
preferred embodiment of the invention, the correlation is limited to a time window in which 
waves from the bone are expected. Alternatively or additionally, a periodic pulsed wave is 
used, so that the effect of a correct correlation is multiplied and can be tested against a match 
to the pulsing scheme. 

It will be appreciated by persons skilled in the art that the present invention is not 
limited by what has been particularly shown and described herein. Rather, the scope of the 
present invention is limited only by the followiug claims. 
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CLAIMS 

1. A method of determimng an acoustic velocity in a segment of a bone covered xvith a 
layer of soft tissue having an outer surfece, comprising: 

5 determtniTig a first travel time of a first ultrasonic wave along a first path from said 

outer surfece back to said outer surface which path includes at least a first part of said bone 
segment; 

detennining a second travel time of a second ultrasonic wave along a second path from 
said outer sur&ce back to said outer surface which path includes at least a second part of said 
10 bone segment; 

detennining a third travel time of a third ultrasonic wave along a third path from said 
outer sur&ce back to said outer surface vAich path includes at least a third part of said bone 
segment; and 

deriving said acoustic velocity in said segment of bone from said three detennined 
15 travel times, 

wherein said paths each start at a start point and end at an end point and wherein said 
start and end points are not collincar. 

2. A method acconiing to claim 1, wherein at least two of said first, second and third 
20 waves are generated simultaneously by a single transmitter. 

3. A method according to claim 1 or claim 2, wherein at least two of said first, second and 
third waves are detected simultaneously by a single receiver. 

25 4. A method according to any of claims 1-3, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially the same, when generated. 

5. A method according to any of claims 1-3, wherein at least two of said first, second and 
third waves each have an average fi^qucncy that is substantially different, when generated. 

30 

6. A method according to any of claims 1-5, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially different, when detected. 

7. A method according to ator of claims 1-5, wherein at least two of said first, second and 
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third waves each have an average frequency that is substantially the saine» when detected 

8. A raeHiod according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tisue portions and wherein at least two of said first, second and third 

5 paths have an overlap of at least 20% over the length of their soft tissue portions. 

9. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein at least two of said firsts second and third 
paths have an overlap of at least 30% over the length of their soft tissue portions, 

10 

10. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and third paths 
overlap by more than 20% of the length of their soft tissue portions. 

15 IL A TTiethod according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and -fliird paihs 
overlap by more than 30% of the length of their soft tissue portions. 

1 2. A method according to any of claims 1-11, wherein at least two of said first, second and 
20 third bone parts overlap at least 20% over their length. 

13, A method according to any of claims 1-1 1 , wherein at Irast two of said first, second and 
third bone parts overlap at least 40% over their length. 

25 14. A method according to any of claims 1-1 1 , wherein at least two of said first, second and 
third bone parts overlap at least 70% over their length- 

15. A method according to any of claims 1-1 1, wherein no two of said first, second and 
third bone parts overlap by 20% or more of their lengdL 

30 

16, A method according to any of claims 1-11, wherein no two of said first, second and 
third bone parts overlap by 40% or more of their Icngth. 



17. 



A method according to any of claims l-U, wherein no two of said first, second and 
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third bone parts overlap by 70% or more of their length. 

18. A method according to any of claims 1-17, comprising estimating a soft tissue velocity 
and wherein deriving said acoustic velocity comprises deriving said bone velocity using said 

5 estimated soft tissue velodty. 

19. A method according to any of claims l-1 7, comprising determining a fourth travel time 
of a fourth ultrasonic wave along a fourth path from said outer surface back to said outer 
sur&ce which path includes at least a fourth part of said bone segment and wheiwi deriving 

10 said acoustic velocity comprises deriving a bone velocity also using the fourth travel time. 

^ 20. A method according to any of claims 1-19, wherein geometric projections of at least 
two of said acoustic wave paths onto the outer surface are panillel. 

15 21. A method according to any of claims 1-19, wherein no geometric projections of said 
acoustic wave paths onto the outer surface are parallel to each other. 

22. A method according to any of claims 1-1 9, wherein said acoustic waves are generated 
and detected by ultrasonic elements at end feces thereof and wherein said end faces are not 

20 coplanar. 

23. A method according to any of claims 1 -22, wherein said outer surface is not parallel to 
an outer surface of said bone, while said waves travel through said bone. 

.) 

25 24. A method according to any of claims 1-23, wherein deriving comprises solving a set of 
simultaneous equations. 

25. A method according to any of claims 1-24, comprising, repeating said determintng of 
travel times and said deriving of acoustic velocity for a plurality of bone segments, to generate 

30 a map of acoustic bone velocity of at least a portion of a bone. 

26. A method according to any of claims 1-25, contprisirug, repeating said determining of 
travel times and said deriving of acoustic velocity for a plurality of orientations of travel of said 
waves through ^id bone, to generate a map of directional acoustic bone velocity of at least a 
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portion of a bone. 

27. A method of detemmiijjg at least one of a set of unknovms, including an acoustic bone 
velocity, soft tissue velocity, a thickness of said soR Tissue and an inclination angle of an outer 
sur&ce of said soft tissue relative to the bone, comprising: 

determiniDg the travel time of at least three uhrasonic waves wJiich travel from said 
surface, to said bone, along the surface of said bone and back to said surface; 
assuming a value for at least one of said imknowns; and 

deriving, by solving a set of simultaneous equations, at least one of said unknowns 
from said three determined travel times and from said assumed value. 

28. A method according to claim 27, wherein said assumed unknown comprises a soft 
tissue velocity. 

29. A probe for acoustic bone velocity measurement^ comprising; 

at least four ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver, wherein said ultrasonic elements are not all coUinear, 
and 

a controller which controls said at least one transmitter to transmit at least three 
ultrasonic waves through a layer of soft tissue to a bone, which controller detects via said at 
least one receiver, at least relative travel times of said three waves, after they travel along a 
surface of said bone and which controller derives an acoustic bone velocity from said 
determined al least travel times. 

30- A probe according to claim 29, wheieiu said al least four ultrasonic elements comprise 
three transmitters and one receiver. 

3L A probe according to claim 29, wherein said at least fbur ultrasonic elements comprise 
three receivers and one transmitter. 

32, A probe according to claim 29, wherein said at least four ultrasonic dements comprise 
two receivers and two transmitters. 

33, A probe according to any of claims 29-32, wherein all of said ultrasonic elements are 
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coplanar. 

34. A probe according to any of claims 29-323 wherein not all of said ultrasonic elements 
are coplanar. 

5 

35. A probe according to any of claims 29-34, wfaerefn said probe comprises a sur&cc; 
adapted to be urged against a skin layer of a soil tissue and wherein said iiltrasomc elements 
are inclined relative to said surfece at an iticlination angle. 

10 36. A probe according to claim 35, w^ierein said inclination angle is detemiined responsive 
to an ex|>ected acousdc bone velocity. 

) 

37. A probe according to any of claims 29-36, wherein said at least three ultrasonic waves 
are generated by a single transmitter as a single wave, which wave scatters to form said at least 

15 three waves. 

38. A probe for acoustic velocity determination, comiHising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 
20 a plurality of staggered acoustic barriers which significantly attenuate ultrasonic waves 

which travel along a direct line in said probe between said tnmsmitter and said receiver 

39. A probe according to claim 38, wherein volumes in said probe betw^n said at least one 
transmitter, said at least one receiver and said barriers comprise an ultrasonic attenuating filler. 

25 

40. A probe according lo claims 38 or claim 39, comprising electrical shielding for said at 
least one receiver and at least one transmitter, 

41. A probe according to any of claims 38-40» comprising at least two additional ultrasonic 
30 elements^ which elements are also acoustically separated by said barriers. 

42. A probe according to any of claims 38-41, wherein said probe is adapted for acoustic 
bone velocity determination. 
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43. A probe according to any of claims 3fr42, wherein an acoustic chamber is defined as 
being bordered by said at leasi transmitter and said at least receiver and a plane to be placed 
a g a ins t a body, wherein said acoustic chamber is filled with an acousticaUy attenuating 
material. 

44. An ultrasonic probe comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

an acoustic chamber dej5ned as being bordered by said at least transmitter and said at 
least receiver and a plane to be placed against a body, 

wherein said acoustic chamber is filled with an acoustically attenuating materiaL 

45. A probe according to any of claims 29-44, wherein said ultrasonic elements are 
comprised in an ultrasonic element grid 

46. A probe according to claim 45, wiierean said probe scans a bone by electrically 
scanning said grid 

47. A probe according to any of claims 29-46, wherein at least one of said ultrasotaic 
elements comprises a phased array, 

48. A probe according to claim 47, wherein an inclination angle for said phased array 
elements is achieved by electrically control h"ng said phased array. 

49. A probe according to any of claims 29-48, comprising a memory device attached to 
said probe, wherein calibration data for said probe are stored on said memory device. 

50. A probe according to claim 49, wherein said calibration data comprises at least one 
distance between ultrasonic elements. 

51. . A probe according to claim 49 or 50, wherein said calibration data comprises at least 
one vertical separalion of an nltrasomc element 

52. A probe according to claim 49 or 50, wherein said calibration data comprises at least 
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one vertical separation of a path between two of said ultrasonic elements. 

53. A probe according to aay of claims 49-52, herein said calibration data comprises a 
late cutoff time, after which received waves are ignored. 

54. A probe according to any of claims 49-53. wherein said calibration data comprises an 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a surface against which said probe is urged in use. 

55. A method of rejecting parasitic signals in an acoustic bone velocity probe, comprising: 
detecting signals arriving at a receiver, from a transmitter, ostensibly after the signal 

traveled tiirougfa a portion of bone, wb«ein detecting a signal comprises detecting a first wave 
arriving at the receiver from the transmitter; and 

rejecting said signal if said signal arrives after a predetermined time limit, associated 
with waves which do not travel through the bone. 

56. A method according to claim 55, wherein said signal is rejected if it arrives before a 
second time limiL 



57. A method according to claim 55 or claim 56, wherein said predetermined time limit is 
determined based on a calibration of the probe. 

58. A method of detecting the arrival of an ultrasonic wave from a bone, in the presence of 
waves traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft-tLssue waves; and 
analyzing said signals to detect changes in amplitude in at least one frequency in said 
signal, which changes are associated witii said wave from said bone. 

59. A method according to claims 58, wherein said analyzing comprises determining a 
significant increase in amplitude of the signal, when a wave arrives irom a bone. 

60. A method of detecting a delay in the arrival of uhrasonic waves from a bone, in the 
presence of waves traveling substantially only Ihrou^ soft tissue, comprising: 

acquiring a signal representative of one arriving bone wave and soft tissue wa:vcs; 
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acquiring a signal representative of another arriving bone wave and soft tissue waves; 

and 

correlating the two signal to detennine a relative difference in travel times of the one 
wave and the another wave. 

5 

61. A method according to claim 60, wherein said correlation is performed responsive to 
the generation of said one arriving wave. 

62. A method according to claim 6 1 , wherein said correlation is performed responsive to an 
10 expected anival time windov^ of said one arriving wave, 

63. A method of acoustic bone velocity detennination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 
15 transtnitting at least one wave to said bone surface and receiving at least two waves 

from said bone surface, wherein said received waves are waves that are not reflected from said 
surface; 

measuring a travel time for each of said received vsraves; and 
deriving said acoustic bone velocity from said measured travel times. 

20 

64. A method of acoustic bone velocity determination, comprising: 

ui^ing an acoustic bone velocity probe onto tiie surface of a sof^ tissue layer and not 
parallel to an xmderlying bone surface; 

transmitting at least one wave from said probe to said bone surface and receiving at 
25 least two waves fix)Tn said bone surfece. wherein waves are transmitted and received from 
locations in the probe, which transmission and reception locations are not coplanar, 

measuring a travel time for each of said received waves; and 

deriving said acoustic bone velocity from said measured travel times. 

30 65, A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity jrobe onto the surface of a soft tissue layer and not 

parallel to an underlying bone surface; 

transmitting at least one wave to said bone surface and receiving at least two waves 

from said bone surface, wherein the waves connect at least ihrcc locarions in the probe, each 
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said location being a transmission location or a leceivmg location and wherein at least one pair 
of connected locations is not collmear with any other pair of connected locations; 

measuring a travel time for said received waves; and 

deriving said acoustic bone velocity from said measurements. 

5 

66. A method of acoustic bone velocity determination, c omp rising: 

transmitting at least one uhiasonic wave to a bone, which wave travels along the 
surface of the bone; 

receiving said wa^^; and 

10 analyzing a travel time of a particuiar frequency in said received wave, wherein said 

particular fiequency is related to an expected thicTcness of a cortex of the bone. 

) 

67. A method according to claim 66, wherein said wave is transmitted as a narrow band 
wave at said particular frequency. 

15 

68. A method of calibrating a probe including a pluralitj' of ultrasonic elements including at 
least one transmitter and one receiver, comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times between at least two pairs of said ultrasonic elements; 
20 coupling said probe to a plate having a second known acoustic velocity and measuring a 

second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining from said liavel times at least two distances between pairs of said 
ultrasonic elements. 

,) 

25 69- A method according to claim 68, wherein determining comprises deteraiining at least 
one average vertical displacement of at least one of said pairs of elements. 

70, A method of calibrating a probe comprising a plurality of ultrasonic elements including 
at least one transmitter and one receiver, the method comprising: 
30 coupling said probe to a plate having a first known acoustic velocity and measuring a 

first plurahty of travel times between at least two pairs of said ultrasonic elements; 

coiq>ling said probe to a plate having a second known acoustic velocity and measuring a 
second pluraUty of travel times between at least two pairs of said ultrasonic elements; and 

determining from said travel times at Irast one average vertical displacemem of at least 
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one of said pairs of elements. 

71. A method according to any of cJaims 68-70, vviierein said plurality of ultrasonic 
elements comprises at least four xiltrasonic elements, 

72. A probe for acoustic bone velocity determinatiotx, comprising: 

at least two uhrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver, and 

a memory device attached to said probe, wherein calibration data for said pirobe are 
stored on said memoiy devf ce, 

wherein said calibration data comprises at least one vertical displacement of a path 
between two of said ultrasonic elements. 

73. A probe for acoustic bone velocity detenninatioii, comprising: 

at least two ultrasonic elements^ at least one of which comprises a transmiiier and at 
least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises a late cutofif time, after which received vraves 
are ignored. 

74. A probe according to claim 72 or claim 73, v/berein ^d calibration data comprises at 
least one distance between ultrasonic elements. 

75. A probe according to any of claims 72-74, wherein said calibration data comprises at 
least one vertical displacement of an ultrasonic elemexrt 

76 A probe according to any of claims 72-75^ wherein said calibration data comprises an 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a sur&cc against which said probe is urged in use. 

77. A method according to any of claims 1-27, v^^erein said end points are not coUinear. 



78, 



A method according to any of claims 1-27 or 77, wherein said end points are in a fixed 
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spatial relationship. 

79. A probe according to any of claims 29-54, wherein said ultrasonic elements are in a 
fixed spatial relationship. 
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DETERMINATION OF ACOUSTIC VELOCITY IN BONE 



RELATED APPLICATIONS 

This application claims the benefit of U.S. Provisional patent application number 
60/076,698, filed March 3, 1998, the disclosure of which is incorporated herein by reference. 
5 FIELD OF THE INVENTION 

The present invention relates to non-invasive measurement of the mechanical 
properties of bone and especially to measurement at arbitrary angles relative to the bone. 

BACKGROUND OF THE INVENTION 
It is known in the art that the velocity of a sound wave in a material depends on the 
10 mechanical properties of the material. 

A sound wave that reaches a solid at an angle will typically propagate through and 
along the solid as a combination of three waves, namely, longitudinal, transverse and surface 
waves, wherein each wave has a different velocity. In bone velocity determination, the 
longitudinal wave, which is the fastest, is usually measured. The velocity of the longitudinal 
15 wave is: 



E(l-a) 



where E, a and p are, respectively, the Young's Modulus, the Poisson's ratio of lateral 
contraction to longitudinal extension and the mass density of the material. 

In an article entitled, "Osteoporotic Bone Fragility: Detection by Ultrasound 
20 Transmission Velocity," R.P. Heaney et al., JAMA, Vol. 261, No. 20, May 26, 1989, pp. 2986 
- 2990, the Young's Modulus of bone, E, is given empirically as: 

E^Kp^ (2) 
The velocity of the longitudinal sound wave in the bone is then: 

Vl = 4(E^)=4(^) (3) 
25 where K is a constant which incorporates a number of factors, such as spatial orientation of the 
bone structures, inherent properties of the bone material and fatigue damage. Thus, the 
velocity of a longitudinal wave is a function of the mass density and can be used as an 
indicator of the quality of bone. 

In order to perform in vivo ultrasonic measurements of the mechanical properties of 
30 bone, it is necessary to transmit an ultrasonic wave through the soft tissue surrounding the 
bone. Unfortunately, the thickness of the soft tissue varies along the length of the bone. Also, 
the soft tissue velocity is not a constant value for all soft tissues. These variations can affect 
the accuracy of the ultrasound propagation time measurement through the bone. Typically, the 
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variations in thickness of the soft tissue and its velocity are either ignored or an attempt is 
made to cancel the effects of the soft tissue. 

U.S. Patent No. 5,143,072, the disclosure of which is incorporated herein by reference, 
describes a method of overcoming the effects of the unknown thickness of the intervening soft 
5 tissue, by ensuring that the measurements will be taken when the portion of the path which 
passes through soft tissue is of a same length for different measurements. A transmitter and 
two receivers are placed in a collinear configuration parallel to the bone. When a wave is 
transmitted fi-om the transmitter towards the bone, the wave passes through intervening soft 
tissue and then travels along the bone. The two receivers detect ultrasonic waves that exit the 

10 bone and travel back through soft tissue to the two receivers. Ignoring the soft tissue, the 
difference between the path fi-om the transmitter to the first receiver and to the second receiver 
is a segment of bone whose length is the same as the distance between the two receivers. 
Generally, the soft tissue cannot be ignored. However, if the two receivers are rather close 
together, the length of the paths in the soft tissue, between the bone and the receivers, will be 

15 approximately the same and should, to a certain level of precision, cancel out. In one 
embodiment described in the above patent document, the receiver/transmitter configuration is 
rocked and the measurements are taken only when the (shortest) distances between the bone 
and the two receivers are the same. These distances may be measured using the receivers as 
transmitter/receivers that bounce a wave off the bone. When the propagation times are equal, 

20 the configuration is assumed to be collinear with the bone. 

However, even this method has several shortcomings. First, soft tissue velocity is not a 
constant, rather, it varies with the type of soft tissue. In addition, the propagation paths 
between the bone and the receivers are not the same for the reflected wave and for the wave 
fi-om the transmitter, so the calculated acoustic bone velocity may not be correct. Second, the 

25 above-described method requires a relatively long portion of flat bone. Thus, only a small 
number of bones can be tested, using this method, such as the tibia. In addition, since high 
fi:-equency ultrasonic waves are very lossy, it is not practical to use them for this method. 

PCT publication WO 97/13145, the disclosure of which is incorporated herein by 
reference, describes an altemative method of bone velocity determination, in which a velocity 

30 in a significantly shorter portion of bone may be measured. In this publication, several waves 
are transmitted to the bone and received by one or more receivers. One of the waves travels 
through both bone and soft tissue and one or more waves travel only through soft tissue. The 
waves that travel only through soft tissue are used to calculate the soft tissue velocity. The 
calculated soft tissue velocity is applied to extract the bone velocity firom the travel time of the 

35 wave that travels through both bone and soft tissue. 
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SUMMARY OF THE INVENTION 

It is one of the objects of some embodiments of the present invention to provide a 
method of acoustic bone velocity detemiination having a high spatial resolution. In addition, in 
some preferred embodiments of the invention a small portion of bone can be measured, so that 
5 almost all the bones of the human body can be measured. 

Another object of some preferred embodiments of the invention is to provide a method 
of acoustic bone velocity determination even when a measuring probe is not parallel to the 
bone. It should be appreciated that in many medical situations, as opposed to non-destructive 
testing situations, the relative layout of the bone and the skin caimot be accurately determined 
10 in a simple manner. In non-destructive testing situation, on the other hand, any intervening 
layer is usually manufactured to a known thickness. 

Another object of some preferred embodiments of the invention is to provide a method 
of acoustic bone velocity determination where the bone is not smooth and/or where the bone 
presents a curved or otherwise non-planar surface to a measurement probe. 

Another object of some preferred embodiments of the invention is to provide a 
measurement probe and/or a measurement method in which there is a minimum amount of 
interference between transmitting elements and receiving elements. 

One aspect of some preferred embodiments of the invention relates to acquiring several 
measurements of the travel time of an ultrasonic wave, along two or more different paths 
20 between one or more transmitters and one or more receivers. In a preferred embodiment of the 
invention, at least three and preferably all the paths include a section of bone whose acoustic 
velocity is to be determined. 

Another aspect of some preferred embodiments of the invention relates to the amount 
of overlap between paths along which ultrasonic waves travels as a part of measuring the 
25 ultrasonic velocity. In a preferred embodiment of the invention, the bone sections of the 
different paths do not substantially overlap. Additionally or alternatively, the paths of the 
ultrasonic waves in soft tissue surrounding the bone do not substantially overlap. 

Another aspect of some preferred embodiments of the invention relates to the relative 
alignments of transmitters and receivers used to determine travel times for ultrasonic waves. In 
30 a preferred embodiment of the invention, not all of the transmitters and/or receivers are 
collinear. In a preferred embodiment of the invention, the transmitters and/or receivers are not 
all coplanar. Alternatively or additionally, the transmitters and receivers used may be arranged 
in any order, for example, one order is a transmitter, a receiver, a transmitter and a receiver. 
Alternatively or additionally, a single ultrasonic element may function both as a transmitter 
35 and as a receiver. 
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Another aspect of some preferred embodiments of the invention relates to a method of 
solving equations which hnks measured values and unknown variables. In a preferred 
embodiment of the invention, the acoustic bone velocity is determined by solving a set of 
simultaneous equations, into which measurement times are inserted. Additionally or 
alternatively, the simultaneous equations are analytically simplified so that only one equation, 
containing only one variable, for example the bone velocity, remains. 

Another aspect of some preferred embodiments of the invention relates to being able to 
perform several levels of estimation of a determined variable, by making different assumptions 
about other unknovms. In a preferred embodiment of the invention, at least four variables are 
interrelated: bone velocity, soft tissue velocity, an average distance of probe from bone and an 
angle between the probe and the bone. In a preferred embodiment of the invention, any one of 
these variables may be estimated or be calculated from the other variables by solving a set of 
equations. In a preferred embodiment of the invention, the soft tissue velocity is estimated, for 
example to be 1500 m/s, so only three variables need to be calculated. Thus, only three travel 
time measurements are necessary. Additionally or alternatively, more than four variables may 
be interrelated, for example, if the soft tissue is assumed to contain two layers, each with a 
different acoustic velocity. Additionally or alternatively, a known or assumed "bone" acoustic 
velocity may be used to determine a distance between a transmitter and a receiver and/or other 
dimensions of a probe, during a calibration stage with a phantom having known 
characteristics. 

Another aspect of some preferred embodiments of the invention relates to a method of 
determining travel time of an acoustic wave along a desired path. In some preferred 
embodiments of the invention, a travel time between a transmitter and a receiver are 
determined by detecting a first wave arriving at a receiver from the transmitter. In some cases 
however, that first wave may not have traveled along a desired path. In a preferred 
embodiment of the invention, a wave is determined to have traveled along a desired path based 
on characteristics of the detected wave. In one example, a spectra of a wave is different 
depending on whether it traveled through bone or not. In a preferred embodiment of the 
invention, the spectra is different due to frequency-attenuation relationships and/or frequency- 
dispersion relationships being dependent on the material through which the wave travels. 
Additionally or altematively, if two waves arrive at a receiver, along two different paths, an 
increase in wave amplitude, at least for some frequency components, may be expected when 
the two wave arrive overlapping in time at the receiver. In a preferred embodiment of the 
invention, instead of predetermining such special characteristics of a wave, the time of arrival 
of a desired wave at a receiver is determined by performing a temporal correlation of waves at 
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two receivers which detect a similarly characterized wave. 

Another aspect of some preferred embodiments of the invention relates to reducing 
interference caused by cross talk between ultrasonic elements of a receiver/transmitter probe, 
especially for acoustic bone and/or soft tissue velocity determination. In a preferred 
embodiment of the invention, the probe design presents a labyrinth to waves which travel 
through the probe, between ultrasonic elements of the probe. Thus, such wave may be delayed. 
Additionally or alternatively, spaces between such ultrasonic elements are filled with 
acoustically slow materials and/or acoustically attenuating materials. This velocity reduction 
allows for time gating out the waves which travel through the probe. Additionally or 
alternatively, electrical shielding is provided to shield receivers from transmitters. This reduces 
electrical cross-talk. 

In a preferred embodiment of the invention, an acoustic chamber between the 
ultrasonic elements and the body to be measured is formed of attenuating materials to reduce 
cross-talk between the ultrasonic elements. AUematively or additionally, the chamber is filled 
with acoustically slow materials. 

Alternatively or additionally, when an ultrasonic probe is placed against a human 
subject an attenuating and/or low acoustical velocity coupling material is used, to delay and/or 
attenuate undesirable cross-talk. 

Another aspect of some preferred embodiments of the invention relates to defining a 
detection window having a late cutoff time additionally or alternatively an early cutoff time. In 
a preferred embodiment of the invention, such late and/or early cutoff times are defined so that 
ultrasonic waves which do not pass through the bone cannot arrive at the receiver within the 
time window. Alternatively or additionally,, such waves may arrive, but only at an extremely 
attenuated amplitude. In a preferred embodiment of the invention, the cutoff time or times for 
each probe, are stored on a storage media associated with the probe. In a preferred embodiment 
of the invention, the storage media is packaged with the probe. Alternatively or additionally, 
the storage media is physically attached to or mounted on the probe. Additionally or 
alternatively to time windows, other calibration information and/or frequency characteristics 
information, especially for discriminating waves which travel through bone, and/or 
characteristics of the probe and/or identification information and/or usage information for the 
probe are stored on the storage media. In a preferred embodiment of the invention, the storage 
media comprises an electronic circuit embedded in the probe. Preferably, the circuit comprises 
an EPROM. In a preferred embodiment of the invention, the circuit is interrogated when the 
probe is connected into an parent device, which parent device preferably comprises circuitry 
for driving the probe and/or determining an acoustic velocity based on waves arriving fi-om the 
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probe. 

There is thus provided in accordance with a preferred embodiment of the invention, a 
method of determining an acoustic velocity in a segment of a bone covered with a layer of soft 
tissue having an outer surface, comprising: 

determining a first travel time of a first ultrasonic wave along a first path fi-om said 
outer surface back to said outer surface which path includes at least a first part of said bone 
segment; 

determining a second travel time of a second ultrasonic wave along a second path from 
said outer surface back to said outer surface which path includes at least a second part of said 
bone segment; 

determining a third travel time of a third ultrasonic wave along a third path from said 
outer surface back to said outer surface which path includes at least a third part of said bone 
segment; and 

deriving said acoustic velocity in said segment of bone from said three determined 
travel times. 

Preferably, at least two of said first, second and third waves are generated 
simultaneously by a single transmitter. 

Altematively or additionally, at least two of said first, second and third waves are 
detected simultaneously by a single receiver. Altematively or additionally, at least two of said 
first, second and third waves each have an average frequency that is substantially the same, 
when generated. 

In a preferred embodiment of the invention, at least two of said first, second and third 
waves each have an average frequency that is substantially different, when generated. 
Altematively or additionally, at least two of said first, second and third waves each have an 
average frequency that is substantially different, when detected. 

Altematively or additionally, at least two of said first, second and third waves each 
have an average frequency that is substantially the same, when detected. 

In a preferred embodiment of the invention, each of said first, second and third paths 
comprises soft tissue portions and wherein at least two of said first, second and third paths 
have an overlap of at least 20% over the length of their soft tissue portions. 

Altematively or additionally, each of said first, second and third paths comprises soft 
tissue portions and wherein at least two of said first, second and third paths have an overlap of 
at least 30% over the length of their soft tissue portions. 

Altematively, each of said first, second and third paths comprises soft tissue portions 
and wherein no two of said first, second and third paths overlap by more than 20% of the 
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length of their soft tissue portions. 

Alternatively or additionally, each of said first, second and third paths comprises soft 
tissue portions and wherein no two of said first, second and third paths overlap by more than 
30% of the length of their soft tissue portions. 



bone parts overlap at least 20% over their length. 

In a preferred embodiment of the invention, at least two of said first, second and third 
bone parts overlap at least 40% over their length. 

Alternatively or additionally, at least two of said first, second and third bone parts 
10 overlap at least 70% over their length. Alternatively no two of said first, second and third bone 
parts overlap by 20% or more of their length. 

In a preferred embodiment of the invention, no two of said first, second and third bone 
parts overlap by 40% or more of their length. In a preferred embodiment of the invention, no 
two of said first, second and third bone parts overlap by 70% or more of their length. 
15 In a preferred embodiment of the invention, the method comprises estimating a soft 

tissue velocity and wherein deriving said acoustic velocity comprises deriving said bone 
velocity using said estimated soft tissue velocity. Alternatively, the method comprises 
determining a fourth travel time of a fourth ultrasonic wave along a fourth path from said outer 
surface back to said outer surface which path includes at least a fourth part of said bone 
20 segment and wherein deriving said acoustic velocity comprises deriving a bone velocity also 
using the fourth travel time. 

In a preferred embodiment of the. invention, geometric projections of at least two of 
said acoustic wave paths onto the outer surface are parallel. Alternatively no geometric 
projections of said acoustic wave paths onto the outer surface are parallel to each other. 
25 Alternatively, said acoustic waves are generated and detected by ultrasonic elements and 
wherein said ultrasonic elements are not coplanar. 

In a preferred embodiment of the invention, said outer surface is not parallel to an outer 
surface of said bone, while said waves travel through said bone. Altematively or additionally, 
deriving comprises solving a set of simultaneous equations. 
30 In a preferred embodiment of the invention, the method comprises repeating said 

determining of travel times and said deriving of acoustic velocity for a plurality of bone 
segments, to generate a map of acoustic bone velocity of at least a portion of a bone. 
Altematively or additionally, the method comprises repeating said detemiining of travel times 
and said deriving of acoustic velocity for a plurality of orientations of travel of said waves 
35 through said bone, to generate a map of directional acoustic bone velocity of at least a portion 
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of a bone. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of determining at least one of a set of tmknowns, including an acoustic bone velocity, 
soft tissue velocity, a thickness of said soft tissue and an incHnation angle of an outer surface 
of said soft tissue relative to the bone, comprising: 

determining the travel time of at least three ultrasonic waves which travel from said 
surface, to said bone, along the surface of said bone and back to said surface; and 

deriving at least one of said unknowns from said three determined travel times. 

Preferably, said at least one unknown comprises the soft tissue velocity. Alternatively, 
the method comprises assuming a value for at least one of said unknowns. Preferably, said 
assumed unknown comprises a soft tissue velocity. 

There is also provided in accordance with a preferred embodiment of the invention, a 
probe for acoustic bone velocity measurement, comprising: 

at least four ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a controller which controls said at least one transmitter to transmit at least three 
ultrasonic waves through a layer of soft tissue to a bone, which controller detects via said at 
least one receiver, at least relative travel times of said three waves, after they travel along a 
surface of said bone and which controller derives an acoustic bone velocity from said 
determined at least travel times. 

Preferably, said at least four ultrasonic elements comprise three transmitters and one 
receiver. Alternatively, said at least four ultrasonic elements comprise three receivers and one 
transmitter. Alternatively, said at least four ultrasonic elements comprise two receivers and 
two transmitters. 

In a preferred embodiment of the invention, said ultrasonic elements are not all 
collinear. Altematively, said ultrasonic elements are all collinear. Alternatively or additionally, 
all of said ultrasonic elements are coplanar. Altematively or additionally, not all of said 
ultrasonic elements are coplanar. 

Altematively or additionally, said probe is adapted to be urged against a skin layer of a 
soft tissue and wherein said ultrasonic elements are inclined relative to said layer at an 
inclination angle. Preferably, said inclination angle is determined responsive to an expected 
acoustic bone velocity. 

In a preferred embodiment of the invention, said at least three ultrasonic waves are 
generated by a single transmitter as a single wave, which wave scatters to form said at least 
three waves. 
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There is also provided in accordance with a preferred embodiment of the invention, a 
probe for acoustic velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a plurality of staggered acoustic barriers which significantly attenuate ultrasonic waves 
which travel along a direct line in said probe between said transmitter and said receiver. 

Preferably, volumes in said probe between said at least one transmitter, said at least 
one receiver and said barriers comprise an ultrasonic attenuating filler. Alternatively or 
additionally, said probe comprises electtical shielding for said at least one receiver and at least 
one transmitter. Alternatively or additionally, said probe comprises at least two additional 
ultrasonic elements, which elements are also acoustically separated by said barriers. 

In a preferred embodiment of the invention, said probe is adapted for acoustic bone 
velocity determination. 

In a preferred embodiment of the invention, an acoustic chamber is defined as being 
bordered by said at least transmitter and said at least receiver and a plane to be placed against a 
body, wherein said acoustic chamber comprises acoustically attenuating material. 

There is also provided in accordance with a preferred embodiment of the invention, an 
ultrasonic probe comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

an acoustic chamber defined as being bordered by said at least transmitter and said at 
least receiver and a plane to be placed against a body, 

wherein said acoustic chamber comprises acoustically attenuating material. 

In a preferred embodiment of the invention, ultrasonic elements in an ultrasonic 
velocity determination probe are comprised in an ultrasonic element grid. 

Preferably, said probe scans a bone by electrically scanning said grid. Alternatively or 
additionally, at least one of said ultrasonic elements comprises a phased array. Preferably, an 
inclination angle for said phased array elements is achieved by electrically controlling said 
phased array. 

Altematively or additionally, said probe comprises a memory device attached to said 
probe, wherein calibration data for said probe are stored on said memory device. Preferably, 
said calibration data comprises at least one distance between ultrasonic elements. Altematively 
or additionally, said calibration data comprises at least one vertical displacement of an 
ultrasonic element. Altematively or additionally, said calibration data comprises at least one 
vertical displacement of a path between two of said ultrasonic elements. Altematively or 
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additionally, said calibration data comprises a late cutoff time, after which received waves are 
ignored. Alternatively or additionally, said calibration data comprises an acoustic velocity of a 
portion of the probe between at least one of said ultrasonic elements and a surface against 
which said probe is urged in use. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of rejecting parasitic signals in an acoustic bone velocity probe, comprising: 

detecting signals arriving at a receiver, from a transmitter, ostensibly after the signal 
traveled through a portion of bone; and 

rejecting said signal if said signal arrives after a predetermined time limit, associated 
with waves which do not travel through the bone. 

Preferably, said signal is rejected if it arrives before a second time limit. Alternatively 
or additionally, said predetermined time Hmit is determined based on a calibration of the 
probe. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of detecting the arrival of an ultrasonic wave from a bone, in the presence of waves 
traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft-tissue waves; and 

analyzing said signals to detect changes in amplitude in at least one frequency in said 
signal, which changes are associated with said wave from said bone. 

Preferably, said analyzing comprises determining a significant increase in amplitude of 
the signal, when a wave arrives from a bone. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of detecting the arrival of an ultrasonic wave from a bone, in the presence of waves 
traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft tissue waves at a first 
receiver; 

acquiring a signal representative of said bone wave and said soft tissue waves at a 
second receiver; and 

correlating the two signal to detect arrival of a wave from said bone. Preferably, said 
correlation is performed responsive to the generation of said wave. Preferably, said correlation 
is performed responsive to an expected arrival time window of said wave. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 

10 
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transmitting at least one wave to said bone surface and receiving at least two waves 
from said bone surface, wherein said received waves are waves that are not reflected from said 



measuring a travel time for each of said received waves; and 

deriving said acoustic bone velocity from said measured travel times. 

There is also provided in accordance with a preferred embodiment of the invention, a 



urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 

transmitting at least one wave from said probe to said bone surface and receiving at 
least two waves from said bone surface, wherein waves are transmitted and received from 
locations in the probe, which transmission and reception locations are not coplanar; 

measuring a travel time for each of said received waves; and 

deriving said acoustic bone velocity from said measured travel times. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 

transmitting at least one wave to said bone surface and receiving at least two waves 
from said bone surface, wherein the waves connect at least three locations in the probe, each 
said location being a transmission location or a receiving location and wherein at least one pair 
of connected locations is not collinear with any other pair of connected locations; 

measuring a travel time for said received waves; and 

deriving said acoustic bone velocity from said measurements. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of acoustic bone velocity determination, comprising: 

transmitting at least one ultrasonic wave to a bone, which wave travels along the 
surface of the bone; 

receiving said wave; and 

analyzing a travel time of a particular frequency in said received wave, wherein said 
particular frequency is related to an expected thickness of a cortex of the bone. 

Preferably, said wave is transmitted as a narrow band wave at said particular frequency. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of calibrating a probe including a plurality of ultrasonic elements including at least one 
transmitter and one receiver, comprising: 



surface; 



method of acoustic bone velocity determination, comprising: 
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coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times betv/een at least tv^o pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring 
a second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining from said travel times at least two distances between pairs of said 
ultrasonic elements. 

Preferably, determining comprises determining at least one average vertical 
displacement of at least one of said pairs of elements. 

There is also provided in accordance with a preferred embodiment of the invention, a 
method of calibrating a probe comprising a plurality of ultrasonic elements including at least 
one transmitter and one receiver, the method comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times between at least two pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring 
a second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining fi-om said travel times at least one average vertical displacement of at least 
one of said pairs of elements. 

In a preferred embodiment of the invention, said plurality of ultrasonic elements 
comprises at least four ultrasonic elements. 

There is also provided in accordance with a preferred embodiment of the invention, a 
probe for acoustic bone velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises at least one vertical displacement of a path 
between two of said ultrasonic elements. 

There is also provided in accordance with a preferred embodiment of the invention, a 
probe for acoustic bone velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises a late cutoff time, after which received waves 
are ignored. 
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In a preferred embodiment of the invention, said calibration data comprises at least one 
distance between ultrasonic elements. Alternatively or additionally, said calibration data 
comprises at least one vertical displacement of an ultrasonic element. Alternatively or 
additionally, said calibration data comprises an acoustic velocity of a portion of the probe 
between at least one of said ultrasonic elements and a surface against which said probe is 
urged in use. 

BRIEF DESCRIPTION OF THE DRAWINGS 

The invention will be more clearly understood by reference to the following 
description of preferred embodiments thereof in conjunction with the figures, wherein identical 
structures, elements or parts which appear in more than one figure are labeled with the same or 
similar numeral in all the figures in which they appear, in which: 

Fig. 1 illustrates schematically various variables of an acoustic velocity determination 
measurement, in accordance with a preferred embodiment of the invention; 

Fig. 2 illustrates apparatus for acoustic bone velocity determination, in accordance with 
a preferred embodiment of the invention; 

Fig, 3 is a schematic illustration of an alternative embodiment of the present invention 
utilizing an array of piezoelectric transducers; 

Fig. 4 is a schematic illustration of the array of Fig. 3, illustrating the connections of 
the transducers to control and signal processing elements; 

Fig. 5 illustrates using a phased array acoustic probe, in accordance with a preferred 
embodiment of the invention; 

Fig. 6 and Fig. 7 illustrate an effect of ultrasonic element pitch on an operating 
characteristic of a probe in accordance with a preferred embodiment of the invention; 

Fig, 8 is a schematic cut-through view of a probe in accordance with a preferred 
embodiment of the invention; 

Fig. 9 illustrates an ultrasonic element of the probe of Fig. 8, in accordance with a 
preferred embodiment of the invention; 

Fig. 10 illustrates a negative interaction between a non-parallel bone presentation and 
one method of ultrasonic measurement of reflections from a bone; 

Fig. 1 1 illustrates an effect of non-parallel bone presentation on a measurement method 
in accordance with a preferred embodiment of the invention; 

Fig. 12 is a partial schematic view of a cut human bone; and. 

Fig. 13 is a graph showing a relationship between the thickness of an object and the 
velocity of an ultrasonic wave along its surface. 
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DETAILED DESCRIPTION OF PREFERRED EMBODIMENTS 



Fig. 1 illustrates a simplified situation in which an acoustic bone velocity of a bone 18 
is to be measured through an intervening soft tissue layer 22. An ultrasonic wave is generated 
by an ultrasonic element 201 (a transmitter) and detected by an ultrasonic element 202 (a 
5 receiver). There are many paths that the ultrasonic wave can and does take between the two 
ultrasonic elements. However, each path has different attributes. In particular, one path is the 
fastest path. In a preferred embodiment of the invention, the fastest path includes a bone 
segment. 

cp is defined as the angle between the line connecting the two ultrasonic elements and a 
10 line parallel to the surface of bone 18. h is defined as the average distance between the 
ultrasonic elements and bone 18. A skin 20, which defines the surface of soft tissue 22 is 
usually flush with probe 250. Considering the configuration in which (p^O, elements 201 and 
202 are situated at positions 205' and 209' respectively, the three main paths (for a 
longitudinal wave) are: 

15 (a) a direct path along the surface of soft tissue 22, from element 201 to element 202. 

(b) a path in which a wave is reflected off bone 18 at a position 210'. 

(c) a path which travels through soft tissue from position 205' to a first position 206' 
on bone 18, enters bone 18 at position 206', travels along the upper layer of bone 18 to a 
second position 207' and then exits the bone and travels through the soft tissue to position 



A. Acoustic Wave propagation only via Surface of soft tissue 

This wave travels through soft tissue 22 from transmitter position 205' to receiver 
position 209' along a surface layer of the soft tissue 22. In many cases, the wave will actually 
travel along skin 20 and/or along acoustic grease which may be used to couple the ultrasonic 
25 elements to soft tissue 22. The acoustic wave travels through soft tissue 22 at a soft tissue 
acoustic velocity Vg, which is approximately 1540 m/s. 

The acoustic propagation time of a wave traveling from transmitter 201 to receiver 202 
is determined by the following expression: 



30 where A205*-209' is a distance between transmitter 201 and receiver 202. 

B. Acoustic Wave propaeation from Transmitter to Receiver bv reflection from Bone 

This wave travels from transmitter position 205', through soft tissue 22, is reflected 
from the surface of bone 18 at a reflection position 210' to reach receiver 202 at receiver 
position 209'. 



20 



209'. 



T20y-209 



^205'-209' 



(4) 
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The propagation time for this wave is determined using by following expression: 
T^205'-210'-209' = > (5) 

where A205'-2 10^-209' is the length of a path from position 205' to reflected position 210', and 
then to receiver position 209'. The distance A205'-210*-209* depends on the thickness h of soft 
tissue 22 and angle cp. Since the path is longer than the direct path described in "A", if the soft 
tissue velocity is the same for both paths, then T205'-210'-209' ^ T205'.209*- 

Acoustic Wave propagation from Transmitter, through Soft Tissue, along the surface of 
Bone and to Receiver 

A Critical angle y is defined by a ratio between the soft tissue acoustic velocity 
Vg and a bone acoustic velocity Vg: 

sm / = — — , 

(6) 

where Vg > Vg. 

This wave travels through soft tissue 22 from transmitter position 205' to reach first 
position 206' at the surface of bone 18; the wave then enters bone 18 at a first angle with 
15 respect to a perpendicular line to the surface of the bone 18, propagates along the surface of 
the bone 18 from first position 206' to second position 207', exits bone 18 at a second angle 
and then travels through the soft tissue 22 until it reaches receiver position 209'. 

As is well knovra in optics, the fastest path between positions 205' and 209' and which 
includes the bone determines the first and second angles to be the critical angle. If no such path 
20 exists, a path of type B will be faster. It should be appreciated that even though paths of type A 
may theoretically be faster than paths of type C, if the ultrasonic wave is transmitted as a 
focused beam, substantially all the energy of the beam will be directed at the bone. 

The travel time for a wave of type C may be determined using either of two methods. 
First, the duration of the travel may be measured, under circumstances described below where 
25 it can be assured that the detected wave is a type C wave and not a type B or type A wave. 
Alternatively, the travel time may be calculated as a ftmction of other defined or derived 
variables. It is usefiil to breakdown the travel time into components: 

T205'-206' - the time that the wave travels (in soft tissue 22) from transmitter 

position 205' to position 206'; 
T206'-207' - the time that the wave travels along the surface of bone 18 from position 

206' to position 207'; and 
T207'-209' - the time that the wave travels (in soft tissue 22) from position 207* to 
receiver position 209'. 
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Thus, the total travel time is: 

Ttotal = T205'-206' ^206^-207' T207'-209*- (7) 
The projection of path 2O5'-206'-207'-209' onto a Une parallel to bone 18, is indicated 
by reference A212'-213', the reference used hereafter as the length of the projection. The 
5 vertical distance from position 205' to bone 18 (at a position 211'), is indicated by a reference 
A205'-2ir' A distance A205'-212' is half the vertical distance between positions 205' and 
209'. A205'-212' ™d A205'-21 1 ' n^^y be determined by: 

''^20y-2ir - ^- sm(27 

. _ ^217-213' . 
^20y-2J2' - 2 ^^^^ 

The distance between transmitter position 205' and first position 206* (i.e., A2O5*-2O60 
10 may be determined by: 

, ^21T-213' • 
n~ 1 sm^ 

^20y-206' = — — (9) 

cos/ ^ 

Accordingly, T205'-206* "^^Y be determined by: 

, ^217-213' - 
h- sm^ 

^205'-206' = • (10) 

K^'.COS;^ ^ 

^207^-209* be determined using the following fomiula: 
, , ^21 1-2 13' - 

«H S\l\(p 

15 T 207' -209' = Tr ^ (11) 

K^'.cos^^ ^ ^ 

T206'-207 by- 
7^ . '^212''213' 2hi^n(r) 

T^206'-207 = ^ cos<27 - — rr"^. (12) 

Vb Vb 

Therefore, TtQ^^l can be calculated according by: 

_ 2h cos r . A21T^213' 
total - + — COS ^. (13) 

20 In a preferred embodiment of the invention, a plurality of measurements of T^otal ^c 

performed under different conditions, so as to generate a set of equations in which Vg, V^, cp 
and h are dependent on the plurality of measurements of Ttotal (Y is a direct ftmction of Vg 
and Vq, so it is not treated as a separate variable). In some preferred embodiments of the 
invention, one or more of the above dependent variables may be estimated, thereby 

25 simplifying the equations and requiring fewer measurements of Ttotal- 
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Fig. 2 illustrates an ultrasonic measurement system 260 suitable for such multiple 
measurements, in accordance with a preferred embodiment of the invention. System 260 
includes a probe 250 including four ultrasonic elements, preferably two transmitters 25 1 and 
252 and two receivers 253 and 254. Preferably, the ultrasonic elements comprise piezoelectric 
ceramic transducers. As can be appreciated, four different transducer pairs may be defined in 
this probe, each of which provides one independent measurement of T^otal for the above 
mentioned set of simultaneous equations. In other configurations, the number of transmitters 
and/or receivers may be different. Additionally or altematively, at least one of the ultrasonic 
elements may be used both as a transmitter and as a receiver. In one exemplary embodiment, 
one transmitter is matched with three receivers, thereby defining only three wave paths. The 
requirement for a fourth path for solving the four equations in four imknowns is eliminated by 
estimating a value for one of the unknown variables. Altematively, a single receiver may be 
matched with three transmitters. Additionally or altematively, extra paths (a number greater 
than the number of variables/equations) may be defined, to provide a more robust estimate of 
the acoustic bone velocity. 

System 260 preferably includes a first high-voltage short-impulse driver 256A coupled 
to first transmitter 251, and a second high-voltage short-impulse driver 256B coupled to 
second transmitter 252. The voltage drivers preferably translate a signal fi^om a controller 258 
into a high voltage signal having a peak to peak voltage of 300V. System 260 preferably 
includes first and second signal processors 257A, 257B. In addition, some signal processing 
may be performed by controller 258. Each of signal processors 257A, 257B preferably 
includes an amplifier and a transforming device. Signal processor 25 7A is coupled to receiver 
253, and signal processor 257B is coupled to receiver 254. Controller 258 is coupled to first 
and second high-voltage short-impulse drivers 256A, 256B, and to first and second signal 
processors 257A, 257B. Controller 258 preferably regulates the transmission, reception and/or 
preliminary processing of acoustic waves. A computer 259 is preferably coupled to controller 
258 for further processing of information received from controller 258 and/or for controlling 
controller 258. Computer 259 preferably stores measurement results and/or patient information 
and/or other information in local memory, preferably a database. Additionally or altematively, 
computer 259 may transmit and/or receive such information from a remote location, ufilizing 
wired, wireless and/or computer readable media. In a preferred embodiment of the invention, 
stored results are used to compare a particular measurement to other measurements of the same 
patient, at different times and/or at different body locations and/or probe orientations. 
Additionally or altematively, the stored results may be used as a base line for various 
populations. 
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In a preferred embodiment of the invention, system 260 is used in the following 
manner. As a preliminary step for a bone velocity determination process, an acoustic grease, 
preferably a water based acoustic coupling gel, silicone gel and/or mineral oil, is applied to the 
surface of skin 20. Probe 250 is then positioned on the acoustic grease. The measurement 
process is preferably preceded by a test measurement from which it may be determined that a 
bone is actually in the field of view of the probe and/or that a proper probe size has been 
selected, 

A plurality of measurements of wave propagation time are initiated by generating 
ultrasonic waves at one or both of transmitters 251 and 252. If the two transmitters are 
simultaneously excited, they preferably utihze different wavelengths, so that it is possible to 
determine, at receivers 253 and 254, which transmitter initiated an ultrasonic wave. In a 
preferred embodiment of the invention, the transmitted waves have a very fast rise time, for 
example 20 nanoseconds. Additionally or alternatively, the waves have a moderate duration, 
for example 0.5^s. In a preferred embodiment of the invention, the rise time is made as short 
as possible, to increase the temporal accuracy of detecting a first ultrasonic wave received 
from a bone. The duration of the wave is preferably short enough so that the probe and 
measured tissue relax between consecutive measurements and/or so that any acoustic waves 
created by the transmitters die out. 

In a preferred embodiment of the invention, transmitters 251 and 252 transmit a 
broadband pulse, preferably centered around L25 MHz. It should be noted that since the 
distance that the waves travel in the bone are short, frequencies higher than those used in the 
prior art are practical, in spite of the higher attenuation of high frequency sound waves in bone. 
In general, higher frequencies give more precise results than do lower frequencies. Thus, 
higher frequencies may be used in some preferred embodiments of the invention, for example, 
2, 5, 10 or even 20 MHz. Typically the first wave detected by the receivers is a narrow band 
wave including mainly the frequency component which travels fastest in a panicular 
configuration. Thus, a single broadband transmitted wave may be used. This wave comprises a 
plurality of frequencies, with the most appropriate frequency being automatically selected by 
the filtering properties of the soft-tissue and bone. As described below, the identification of the 
fastest frequency may be used to determine certain other characteristics of the bone, for 
example, a thickness of its cortex. 

In a preferred embodiment of the invention, four travel times are measured, namely: 
^^25 1-253' T25i.254» ^252-253 ^nd T252.254- The nomenclattire Ax-y is used to indicate the 
distance between point x and point y. When x and y are ultrasonic elements, the distance is the 
distance between the elements. In a preferred embodiment of the invention, the travel times are 

18 



wo 99/45348 PCT/IL98/00299 

measured by detecting a first ultrasonic wave which arrives at an ultrasonic receiver after one 
or both transmitters are energized. 

In a preferred embodiment of the invention, a noise amplitude threshold is defined 
which a detected wave must pass. Preferably the noise threshold is a characteristic of a 
particular probe and/or of a particular receiver, transmitter and/or a receiver/transmitter pair. 
Additionally or alternatively, the noise threshold may be determined by measuring noise levels 
prior to energizing the transmitters. Preferably, a time window is defined for each 
measurement. Alternative methods of determining travel time are described below. 
Additionally or alternatively, other travel time determination methods known in the art may be 
used. The following equations may be set-up, based on the methodology discussed above, with 
respect to Fig. 1 and utilizing various known values and unknowns of system 260 and utilizing 
measured travel times: 

For a first travel time, T25 1-253* 

VB-T251-253 ' "[^^^ = ^25/-25J- cos (14a) 
kr. - h "^251-254-^251-253 



For a second travel time, T252-254: 
Vb • T252-254 - -^^^^ = ^252-25^ cos (p (14b) 



^ h ^ ^251-254-^252-254 
K2 - n + ~ • sm ^ 



For a third travel time, T251-254: 
2h 

• T251-254 " "[^^ = ^25y-25^-cos <p , (15) 



For a forth travel time, T252-253- 
2h 

• T 252-253 " "J^^J^ = (A251.253 + ^252-254 " ^2j;-25^/ cos <p (16) 

Thus, four equations utilizing the four unknowns (Vg, Vg, h, and 9) are generated. If 
one of the unknowns is estimated, for example by estimating a soft tissue velocity to be 1540 
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m/s, only three equations are needed to solve for the three unknowns. 

In a preferred embodiment of the invention, the equations are solved for each of the 
unknowns. As can be appreciated, some solving methods may be performed in an off-line 
manner, so that a suitable software may be generated where the measured values are simply 
plugged into the software to discover the values of one or more unknowns. Alternatively or 
additionally, some solution methods may suggest a particular algorithmic construct. 
Additionally or alternatively, other methods of solution known in the art may be used, for 
example, iterative methods. 

Solving equation (16) forh: 

^ ~ 2 " 2 * cos^ (17) 

Solving for cp, using equations (15), and (16): 

cos^ = ' (T25\-254 - T 252-253) 

^^251-254 ■ ^25 1-253 - ^252-254 
applying equations (17) and (18) to equations (14a) and (14b), yields: 



Vb( T251 - 253 " T251 - 254) + 

(A251- 254 -A 251- 253) • V B(T 252 - 253-T 251 - 254) ^ 
^ A251 - 254 - A251 - 253 -A252- 25 4 

A251-254-A251-253 L ^B<'^ 252 - 253-T 251 - 254 )^ ^ ^^^^ 

tanr ^ (^•A251-254-A251-253-A252-254)^ 

Vb( T252 - 254 -T251- 254) + 

(A251 - 254 -A252- 254) • V B(T 252 - 253-T 251 - 254) " 

^ • A251 - 254 - A251 - 253 ' A252 - 254 

A251-254-A252-254 i ^B^^ 252 - 253' T251 - 254 )^ ^ ^^o; 

tanr y (2*A251-254-A251-253-A252-254)^ 

These equations may be solved, for example by defining Vg as a function of Vg, using 
one equation to define one variable with respect to the other and then applying the result in the 
other equation yielding a single equation with only Vb as a variable. In one example, Vg is 
determined as a function of Vq using equation (19): 
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( ^251 - 254 -^251- 253^^ 



^.7- ('^25]-254-^25}.253J^ _ 
(^251-254-^251-253)^ ^ 

_ , (^251- 254 - A25J - 253)'^ -(7252 - 253 - ^251 -254)~ 



(21) 



^ 251 -254-^251-253- A 252 -254)^ 



M = 



(1'251-254-T251-253) + 



( ^251-254- A251-253)(T252-253 - T 251-254) 



2 • ^251-254 - ^251-253 " ^252-254 
( A 25 1-254 - A 251-253 )^ ■ ( T 252-253 ' T25 1-254)^ 
(2 • A 25 1-254 " ^ 25 1-253 " ^252-254)^ 



(22) 



Then Vg can be determined from equation (20). It should be appreciated that the above 
set of equations is solved for all of the four unknowns. However, it is possible to rewrite the 
above equations there is only one equation for bone velocity which is dependent directly on 
the measiu-ed travel times. Additionally it should be appreciated that equation 21 may be 
replaced by an estimate for the soft tissue velocity. 

In some preferred embodiments of the invention, one or more of the above four 
variables may be estimated using a different method than the ultrasonic measurements 
described herein. In a preferred embodiment of the invention, h is estimated using ultrasonic 
range measurement of the distance of the bone from the skin. Additionally or alternatively, h 
may be estimated using X-Ray imaging. 

Additionally or alternatively, cp may be estimated using X-Ray imaging. Additionally 
or alternatively, cp may be estimated by performing two measurements of h, one at each side of 
probe 250. Additionally or altematively, cp may be set to zero by rocking probe 250 and 
performing measurements when cp is determined to be zero. In a preferred embodiment of the 
invention, cp may be determined to be zero if two distance measurements on from points 
spaced apart on the probe determine a same propagation time to an imderlying bone. 

Additionally or alternatively, the soft tissue velocity may be calculated using 
triangulation methods, as described for example in WO 97/13145, the disclosure of which is 
incorporated herein by reference. In the method of this PCX apphcation, two sides of a triangle 
of paths through soft tissue are created by reflecting waves from a bone. The third side is 
formed by the distance between two transducers. Utilizing the three sides or two sides and a 
known angle (usually 90 degrees), assmning the soft tissue velocity is the same for all three 
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sides and knowing the travel times along two sides it is possible to express the soft tissue 
velocity as a function of the known travel times and the distance between two transmitters. In a 
preferred embodiment of the invention, the soft tissue velocity is determined along paths 
which overlap the paths of waves between transmitters and receivers in accordance with a 
preferred embodiment of the invention. It should be appreciated that the determined soft tissue 
velocity is an average of the velocities in fat and muscle. Typically layers closer to the bone 
comprise more muscle, in which the velocity may be 10% higher than in fat tissue. 

In a preferred embodiment of the invention, the above described measurements are 
repeated several times and averaged, to reduced the effect of noise. Additionally or 
alternatively, more than the required number of paths are measured. In a preferred embodiment 
of the invention, this results in a set of over-determined equations, the solution of which is 
known in the art. 

In the above discussion it should be appreciated that each measurement path is 
independent of the other measurement paths. Thus, there is no requirement that there be an 
overlap between paths. Further, there is no requirement that the transducers be coUinear or 
even coplanar. It should be appreciated that if the ultrasonic elements do not all lie on a same 
plane, the effective "h" for a path defined by a pair of ultrasonic elements will not be the same 
for all pairs. Therefore, as described below, corrections for the effective "h" for each path may 
be determined. Thus, when the above equations are solved for a particular path, different *h" 
values are used for each path. Altematively or additionally, a height correction constant may 
be used. Altematively or additionally, the height correction may be determined if enough path 
travel time measurements are acquired. 

Generally however, a large degree of overlap between is desirable, to reduce errors 
caused by variations in acoustic properties of different body areas. One major source of this 
variability is that bone is not a homogeneous material. Rather, bone comprises several layers, 
each with a different hardness (and acoustic velocity). The thickness and composition of layers 
may vary along the length of a bone. In addition, a bone typically comprises both longitudinal 
and radial sectors, each with different hardness and acoustic velocity characteristics. In some 
cases the characteristics change abruptly and in other cases a gradual change exists. In 
addition, bone usually comprises anisotropy material which presents different acoustic 
properties in different orientations. The degree and/or direction of the anisotropy qualities may 
also change as a fimction of the depth of the bone. Preferably, a system in accordance with a 
preferred embodiment of the invention is used to scan a significant portion of a bone in 
different orientations and/or along significant radial and/or axial extents. 

To properly compare two bone acoustic velocity results derived fi-om two different 
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measuring sessions, the two measurements must be performed on the same portion of the 
bone. In particular, the location accuracy along the longitudinal axis of the bone should 
preferably be on the order of 5 millimeters in long bones, such as the tibia. This accuracy is 
easy to attain using regular positioning methods, such as marking the location with permanent 
marker. However, the transverse positioning accuracy should preferably be on the order of 
hundreds of microns, due to the structure of the bone. Since achieving this accuracy is 
difficult, the probe is preferably used to scan the bone for at least a certain angular range of 
transverse orientations.. When measuring the bone acoustic velocity, the probe is moved in a 
transverse direction and a plurality of bone acoustic velocities are determined. The maximum 
or minimum determined value is used as the reference value for comparison to bone acoustic 
velocity measurements during other sessions. Additionally or alternatively, the acoustic 
velocity of bone 18 is measured firom several directions on a plane perpendicular to the bone 
axis, since the cortex of bone 18 typically has a number of different sectors, each of which has 
a different hardness and acoustic velocity. In a grid embodiment described below, a grid 
device is preferably utilized to determine a tangential positioning and/or the orientation of a 
measurement relative to the axis of the bone. Preferably such a grid device is used to 
simultaneously image the bone. 

It should be appreciated that, with some bones, such as the vertebrae, measuring softer 
sectors may be more practical than measuring harder sectors, hence the search for the 
minimum velocity. The minimum determined velocity typically represents travel in the softest 
sector. A minimum determined velocity found at a later date is also in the softest sector, thus, 
the velocity measurement is repeated at the same transverse location (same sector). 

Additionally or alternatively, the acquired velocity measurements are used to build a 
transverse and/or axial velocity profile map of bone 18, which is usefiil for bone structure 
analysis. 

In a preferred embodiment of the invention, probe 250 is oriented to avoid straddling 
significant body structures, such as large blood vessels. In a preferred embodiment of the 
invention, large blood vessels are detected by determining Doppler shifts in the spectra of the 
ultrasonic waves which are reflected by the blood. Additionally or alternatively, such 
structures are detected visually. Additionally or alternatively, the ultrasonic beams are made 
significantly wider than such structures, so that their effect is reduced and/or averaged out. 

The minimal required distance of wave propagation in the bone using the above 
described methods may be as short as 5, 3, 2 or even 1 millimeters. Several resolution 
parameters should be distinguished: the precision of axial and radial placement of the segment 
of bone being measured; the length of the segment of bone being measured; and the precision 
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in moving the measured area a small amount during a single session. Another important 
resolution parameter is the accuracy of the velocity measurement itself. It should be 
appreciated that using a grid type probe, as described below allows one or more of these 
resolutions to be enhanced. 

The preferred distance between the transmitters and the receivers depends on the soft 
tissue thickness. Using methods described herein, high resolution mapping of relatively 
uneven bones is possible. For example, such bones include the vertebra, the small bones in the 
wrist and portions of bone near jomts. In addition, it is possible to measure the bone velocity 
in both longitudinal and transverse directions, since the length of the measured bone segment 
can be very short, even relative to a radius of a bone. In a preferred embodiment of the 
invention, the probe is made curved. Preferably, the radius of the curve is selected to conform 
to an expected radius of an underlying bone. 

The small dimensions of the minimally required bone path segment make it possible- to 
scan with a high spatial resolution, using embodiments of the present invention. For example, 
to measure the acoustic velocity in a portion of the cortex of a tooth, a 10 MHz ultrasonic 
pulse can be used. Due to the high frequency of the ultrasound, the probe dimensions can be in 
the order of 3 millimeters and the resolution better than 1 millimeters. 

A single measurement of a bone velocity in some preferred embodiments of the 
invention is made over a time period only 1.5 milliseconds long, which is faster than most 
body rhythms. Several measurements taken along the course of a body rhythm can be used to 
measure the effect of the body rhythm on the measurement. In some cases the body rhythm 
adds an uncertainty in determining paths and/or changes in soft tissue velocity. Alternatively 
or additionally, it is the effect of a body rhythm on Vg, Vg, cp or h which it is desirable to 
measure. In a preferred embodiment of the invention, 40 single measurements are performed 
and averaged over a time period of about 100ms. The average value is presented as an 
estimated bone velocity. In a preferred embodiment of the invention, the measurements are 
analyzed to determine their distribution and/or checked for internal consistency. An average 
mapping session typically includes measuring acoustic velocity at about 100-200 points 
around the circumference of the bone. 

Alternatively to using a broadband transmitted wave, a single frequency pulsed wave 
may be used, since in some preferred embodiments of the invention the only aspect of the 
wave analyzed is the time of first reception of a wave. Alternatively, other, more complex 
wave forms or pulses are used and the received waves are analyzed. It should be appreciated 
that the transmitting and receiving steps of the above described process can be performed in 
either order and can also be performed simultaneously. Preferably, different frequencies are 
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used for each wave. Alternatively or additionally, the pulses are timed, so that no two pulses 
arrive together at a single receiver. 

A four element probe, such as described above with reference to Fig. 2, is preferably 
constructed to be less than 100 millimeters long, more preferably less than 50 millimeters long 
and in some preferred embodiments less than 3 millimeters long. In a specific preferred 
embodiment of the invention, the probe is 32 millimeters long. Due to the very high accuracy 
requirements from such a probe, the probe body and/or structural elements and/or filler 
materials and/or spacing elements are preferably constmcted from a material which does not 
substantially expand or shrink in the temperature range of 15-40°C. Such materials typically 
comprise a mixture of a material which expands when heated from 15 to 40°C and a material 
which shrinks when heated from 15 to 40°C. 

In a preferred embodiment of the invention, the distance between the ultrasonic 
elements is optimized for a certain expected soft tissue depth. Thus, a typical operational 
system comprises several probes, each suitable for a different range of depths. As described 
below, a probe connector may include a electrical indication of its type. Alternatively, a single 
grid-type probe, as described hereinbelow, is used. 

Typically, the probe is not constructed to an absolute precision of distance between 
each ultrasonic element. Instead, a probe is constructed with a precision of approximately 0. 1 
millimeter, and the exact distances between the elements are measured using a phantom. The 
results of the measurement, having a typical precision of better than 2^m, are stored in 
computer 259 for use in the velocity determination as described in greater detail below. Such a 
phantom preferably comprises a plastic cylinder which has a cylindrical metal core with steps 
formed along its axis embedded within the plastic. Each step corresponds to a different known 
depth of the plastic overlying the metal core. When a phantom is measured with the probe, the 
acoustic velocity determination equations are preferably inverted so that the distance between 
the ultrasonic elements of the probe is now a fiinction of known depths and acoustic velocities 
and measured travel times. Altematively or additionally to using such a phantom, a hard plate 
having a known ultrasonic velocity may be used to directly measure propagation time between 
transmitters and receivers. In a preferred embodiment of the invention, the temperature 
dependence of acoustic velocity in the material is also known. The thickness of the plate is 
preferably at least 20mm to be longer than the wavelength and to delay reflections from plate- 
air boundaries.. 

In a preferred embodiment of the invention, two plates having different known 
ultrasonic velocities are utilized for calibration. In each plate, at least three wave travel times 
are measured, between pairs of transmitters and receivers. In a preferred embodunent of the 
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invention, the travel time between the inner pair of transmitter and receiver is not measured. 
Also during ultrasonic bone velocity measurement, this inner pair is preferably not measured. 
Two plates and three measurements in each plate yield six independent equations. Six 
variables may be calibrated from these equations. The variables are preferably the three 
distances between the ultrasonic elements and three average heights of ultrasonic elements 
from the measurement plate, i.e., the effective thickness of an acoustic chamber separating the 
ultrasonic elements from the plate, (described below). Each average height represents an 
average height which may be used in an equation which represents traveling of waves between 
that particular transmitter/receiver pair. Altematively to three measurements in two plates, 
other numbers of measurements may be performed in other numbers of plates to yield a set of 
desired equations for calibration. 

In a preferred embodiment of the invention, a probe may be mechanically configurable 
to match a particular measurement situation. Such configuration may include changing the 
distance between ultrasonic elements and/or their pitch angle. Preferably, after the ultrasonic 
elements are properly positioned and fixed in place, their exact locations are preferably 
determined by measuring the travel time in a plate as described above. 

Reference is now made to Fig. 3, Fig. 4 and Fig. 5 which illustrate aspects of a fiirther 
embodiment useful for scanning across a section 448 of a human body, such as an arm. 

In this embodiment, a probe device formed of an array of ultrasonic 
transmitter/receiver cells 450 is placed onto or wrapped around section 448 or is formed into a 
sock-like element 460. The cells of array 450 are preferably formed from a piezoelectric 
material, such as a piezoelectric plastic or ceramic. Array 450 is typically acoustically coupled 
to section 448 in a standard manner, for example, using acoustic coupling grease. 

Typically, as shown in Fig. 4, the input and output leads of each cell of array 450 are 
connected to an analog matrix multiplexer 451 which, in turn, is connected to a driver 452 and 
to a signal processing unit 454. Driver 452 and unit 454 are typically controlled via a 
microprocessor 455. 

Multiplexer 451 enables each cell of array 450 to be individually accessed and is 
operative to define each cell as a receiver, a transmitter, a transmitter/receiver or as non-active. 

The cells of array 450 may individually be too small to fonn ultrasonic transducers for 
use in prior art methods, due to the attenuation caused by long paths through bone 18. 
Therefore, a plurality of groups of cells of array 450 in desired locations were electronically 
and selectably defined to be the ultrasonic elements. In a preferred embodiment of the present 
invention, each cell of array 450 is a separate ultrasonic element as described herein. 
Altematively, groups of cells are defined as transducers, as shown in the prior art. However, 

26 



wo 99/45348 PCT/IL98/00299 

when groups are so defined, one of the preferred operation modes described below is 
preferably used. 

A first preferred method of operation is to select cells and groups of cells that 
approximate the functionality of the embodiments described hereinabove. Thus, optimal 
placement of transmitter/receivers can be achieved without moving ultrasonic elements and/or 
the probe. 

In a preferred embodiment of the invention, a two step method is used to determine the 
configuration of array 450 as transmitters and receivers. As described hereinabove, a preferred 
embodiment of the invention uses probes which are optimized for a specific soft tissue 
thickness between the probe and bone 18. Using array 450 to image bone 18 it is possible to 
determine the thickness of underlying soft tissue 22, before bone velocity determination. A, a 
method of optimally configuring an array of elements, according to a preferred embodiment of 
the invention, comprises: 

(a) determining the thickness of underlying soft tissue 22; and 

(b) configuring array 450 into transmitters, receivers and transmitter/receivers 
having optimal distances therebetween, which are calculated based on the determined 
thickness of soft tissue 22. 

The thickness may be estimated using a time-of-flight method which assumes a soft 
tissue velocity of 1540 m/s. Alternatively or additionally, several pre-measurements are 
performed to determine a desirable bone path length and/or other parameters of the 
measurement. 

A preferred method of operation maps bones and soft tissues by operating different 
cells of array 450 instead of physically moving a unit comprising a plurahty of ultrasonic 
units. Thus, the bone velocity at different positions and in different directions can be measured 
without physically moving the apparatus. 

Fig. 5 shows a multi-element probe 250', including at least one subdivided element 
287, which is subdivided into "n" sub-elements. Probe 250' preferably comprises "M" 
elements, each of which may be subdivided. In a preferred embodiment of the invention, the 
"n" sub-elements are actuated with a predeteraiined phase shift of a wave, to generate a beam 
having desired characteristics, such as direction and focusing. Using the above-described grid 
elements, it is possible to relocate a measuring zone on surface of the bone in a direction A, 
without moving probe 250*. 

In a preferred embodiment of the invention, a single grid type imaging probe is used 
for imaging, for soft tissue velocity determination and/or for bone velocity mapping. In some 
cases, different measurement schemes may be used for each type of measurement. 
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Alternatively or additionally, two different methods of measurement may be to measure a 
single property, such as bone velocity or soft tissue velocity. 

Preferably, the transmitters and/or receivers are oriented to preferentially emit and/or 
receive their v/aves at an angle which is the estimated critical angle. In a preferred embodiment 
of the invention, the ultrasonic waves are transmitted as pencil beams. Alternatively or 
additionally, the waves are focused at the estimated or measured distance to the bone, 
preferably along a (desired) path which the waves are expected to follow. 

It is known that the velocity of ultrasound in a purely cortical bone is approximately 
3000 m/s - 4700 m/s (which corresponds to a Critical angle of approximately 19° - 31°), and 
the velocity in trabecular bones with a thin surface layer of cortical bone is approximately 
1650 m/s - 3000 m/s (which corresponds to the critical angle of approximately 3 1 ° - 69""). 

Figs. 6 and Fig. 7 illustrate an effect of ultrasonic element pitch on an operating 
characteristic of a probe in accordance with a preferred embodiment of the invention. A width 
of the first and second transmitters 251, 252, and a width of the first and second receivers 253, 
254 are preferably selected based on desired wavelength characteristics of the ultrasonic 
elements and an angle of a pitch of the transmitters 251, 252 and/or receivers 253, 254 is 
determined with respect to the horizontal plane. As a resuU of the pitch of the transmitters 251, 
252 and/or receivers 253, 254, a region 276 is defined below the pitched transmitters 251, 252 
and/or the pitched receivers 253, 254. Region 276 is also called an acoustic chamber. Region 
276 may be filled by a hquid, by an elastic material, for example, siHcone rubbers, for 
example, RTV630, manufactured by General Electric Inc., US or polyurethane rubbers, for 
example EL-1 lOH, manufactured by Robner, UK or by a relatively hard material, for example, 
hard polyurethane such as U146A and a chain extender UL143 manufactured by Polymer 
Gvulot. The acoustic parameters of region 276, including one or more of a speed of sound, 
acoustic impedance and acoustic absorption, are preferably selected to optimize different 
characteristics of probe 250. 

In a preferred embodiment of the invention, probe 250 includes at least one barrier 
element 265 (shovm in Figs. 6 and 7) which is preferably an acoustic attenuator. In a preferred 
embodiment of the invention, the barrier element is used to delay and/or attenuate ultrasonic 
waves which travel through the probe itself GeneraUy, paths along which the wave travels 
faster than along the bone inclusive paths are termed "parasitic paths". 

As shown in Figs 6 and 7, the actual angle between the ultrasonic elements and the 
bone is dependent on the edge of the transmitter from which the wave is generated. The angle 
may be a physical angle or an angle generated using a phased array. Typically, a pencil beam 
is used so that a particular inclination angle defines a range of angles yi and 72 between which 
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measurement conditions are optimal. As described above, the required range of angles depends 
on the soft tissue velocity, angle relative to the parallel of the bone and bone velocity. These 
parameters may be controlled to some extend by a user, however, many parameters depend on 
physiological characteristics which are determined by the age or sex of the patient and/or the 
particular body portion which is the subject of the measurement. In a preferred embodiment of 
the invention, the distances between the ultrasonic elements as used in the above equations are 
determined by the inclination angle of the elements. In general, when a low inclination angle is 
used, the upper (internal) end of the ultrasonic element is effective and when the inclination 
angle is high, the lower (external) end of the ultrasonic element is effective. Generally, the 
inclination angle is selected to higher when a lower bone velocity is to be measured. For 
example, in Fig. 6 the upper end of an element and in Fig. 7 the lower end of an element. In a 
preferred embodiment of the invention, the determination of which end is used may be based 
on an estimate of the above described variables. Alternatively or additionally, an iterative 
evaluation method may be preferred, in which the results of one stage are used to estimate the 
values for constants in a next stage. In a preferred embodiment of the invention where a grid 
type probe is used, the piezoelectric element itself is flat, so there is no problem of upper or 
lower ends, even when the beam is inclined. 

As indicated above, one aspect of some preferred embodiments of the invention is to 
reduce parasitic waves. In a preferred embodiment of the invention, parasitic waves are 
reduced by placing a plurality of acoustic barriers in probe 250. Thus, any parasitic wave is 
required to travels a torturous path between transmitter and receiver elements. In a preferred 
embodiment of the invention, the barriers are placed to create a labyrinth. In addition to 
parasitic waves which travel in the probe body, some parasitic waves can travel through the 
acoustic chamber. In a preferred embodiment of the invention, barrier 265 extends through the 
acoustic chamber to the skin. In some preferred embodiments of the invention, barrier 265 
protrudes from probe 250, to cause an indentation in the soft tissue when probe 250 is pressed 
against the skin. 

In a preferred embodiment of the invention, probe 250 and/or the acoustic chamber are 
formed of an acoustically attenuating material. Thus, parasitic waves cannot travel through the 
probe with any significant intensity. By making the acoustic chamber attenuating, any 
ultrasonic wave which does not immediately exit the chamber is extremely attenuated by travel 
through it. One example of a parasitic wave which is thus attenuated is a wave which travels 
through the acoustic chamber and enters the soft tissue to "bypass" barrier 265. In a preferred 
embodiment of the invention, the acoustic chamber comprises acoustical windows so that 
ultrasonic waves which travel along desirable paths (at about the expected critical angle) are 
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less attenuated than other waves. Such windows may be formed by varying the composition of 
the material of the acoustic chamber and/or by various methods of post treatment of the 
material. 

Alternatively or additionally, probe 250 and/or the acoustic chamber are filled with a 
material having a low acoustic velocity, so that parasitic ultrasonic waves are slowed down. 

In a preferred embodiment of the invention, the acoustic chamber is filled with U-146 
Polyurethane (1920 m/s, 5.5 dB/cm), which undergoes finely bubbled phase separation when it 
polymerizes. Alternatively or additionally, polyutherane EL-llOH (1620 m/s, 3dB/cm), by 
Robner, UK may be used as a filer material. Alternatively or additionally, PWO-02 (1835m/s, 
15dB/cm) or PWN-01 (2010 m/s, 20 dB/cm), by CIRS USA may be used. In a preferred 
embodiment of the invention, higher attenuation materials are used when the distance between 
a transmitter and a receiver are shorter. Preferably, the path between the inner transmitter and 
receiver is not measured, so only the next shortest path needs to be taken into account. 

Fig. 8 illustrates a probe construction in accordance with a preferred embodiment of the 
invention. Probe 250 preferably includes acoustic barriers, as described above and/or electrical 
shielding, for isolating the piezoelectric elements from each other. In Fig. 8, each ultrasonic 
element is electrically shielded by electrical shields on either side thereof, indicated by 
reference numbers 301A-301H. Shielded cables 302A-302D are used to connect element 
drivers and other electronics to the ultrasonic elements. The shielding of the cable is preferably 
connected to one or both of the electrical shields surroimding each element and then to the 
bottom face (front surface) of the piezoelectric element. Alternatively or additionally, an 
acoustic barrier (300A, C, E) is located between each two ultrasonic elements. Alternatively or 
additionally, acoustic barriers (300B, D) are preferably located between the other acoustic 
barriers to convert the probe interior into an acoustic labyrinth. In some cases, barriers 300C 
and 300E may be lowered and/or extended towards the probe surface, especially if the distance 
between ultrasonic elements is shorter. In a preferred embodiment of the invention, an acoustic 
barrier is also formed surrounding all the acoustic elements of the probe and separating them 
from an outside casing of the probe. Preferably, the electrical shielding sxirroimds each 
ultrasonic element from all sides. Preferably barriers 300A-300E comprise flat plates which 
extend between opposite sides of the probe. The blank spaces in Fig. 8 are preferably filled 
with an attenuating material, as described above. 

Fig. 9 shows an enlarged view of an exemplary piezoelectric element used as a 
transmitter and/or a receiver, in a preferred embodiment of the invention. 

In the embodiment of Fig. 8, the propagation time of a wave generated by transmitters 
251 and/or 252, which travels above skin 20 and around the acoustic barriers 300A-300E, is 
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delayed because the elements in the probe 250 are designed in a labyrinth type manner. The 
dimensions of the acoustic barriers 300A-300E and of the electrical shields 301A-301H are 
illustrated below in Table 1, for two preferred probe embodiments. As shown in Table 1, the 
dimensions and characteristics of transmitters 251, 252 and receivers 253, 254, and the 
distances therebetween, vary depending if the transmitter and/or the receiver are (for a 
proximal phalanx III analysis or for a radius(hand)/tibia(leg) analysis): 
Table 1 



Probe 
type 


Al 
mm 


A2 
mm 


Angle 
P 


F 

MHz 


L 

mm 


Bl 
mm 


B2 
mm 






Phalanx 


8 


2 


23 


1.25 


23.5 


3 


11.5 




radius/ 
tibia 


10.5 


4 


23 


1.25 


40.5 


4 


20.3 






Probe type 


B3 
mm 


B4 
mm 


Dl 

mm 


D2 
mm 


HI 
mm 


H2 
mm 


H3 
mm 


H4 
mm 


H5 
mm 


H6 
mm 


Phalanx 


15 


18.5 


0.5 


1.3 


15 


0.5 


12 


17 


18.5 


26.5 


radius/ 
tibia 


26.1 


31.9 


0.5 


1.75 


15 


0.5 


12 


17 


19.5 


28.5 



In a further embodiment according to the present invention, a body of probe 250 is 
separated from a holder (e.g., a probe holder) encasing the probe 250 with further barrier 
substantially similar composition as that of the barriers 265, 300A-300E. Thus, a wave 
generated by transmitters 25 1 , 252 cannot travel through the probe holder to receivers 253, 254 
and arrive before a wave which travels through a bone and/or its amplitude is reduced. This 
further barrier preferable has a high acoustic attenuation. As such, a gas-filled (e.g., air filled) 
gap can serve as the further barrier. In addition, the further barrier can also be composed of 
sponge materials, porous materials, etc. In a preferred embodiment of the invention, probe 250 
is left hollow, since air has a very high attenuation at these high frequencies and/or a low 
ultrasonic velocity. In a preferred embodunent of the invention, an air-filled probe may be 
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mechanically adjusted periodically, to match specific measurement situations, such as soft 
tissue depth and expected ultrasonic bone velocity. 

Table 2 shows preferred composition materials for the body of probe 250, acoustic 
chamber 276, acoustic barriers 265, 300A-300E, and electrical shields 301A-301F, and an 
exemplary list of manufacturers (and the respective part numbers) for these elements: 
Table 2 



Element 


Composition 


Manufacture Number 


Vendor 


Body of Probe 
(250) 


Polyurethane 


U 146-0 A -i- chain 
extender UL 1 43 


Polvmer Oviilnt 
Israel 


Acoustic Chamber 
(276) 


Polyurethane 


U 146-0 A 4- chain 
extender UL 143 


Polymer Gvulot, 
Israel 


Acoustic Barrier 
(265, 300A-30OE) 


Neoprene (i.e., 
expanded rubber) or 
Polyurethane 


CIG-3 

2529/1 4 A+ isocyanate 
44V20 


Regumi 1978 Ltd., 
Israel 

Polyurethane Ltd., 
Haifa, Israel 


Electrical Shield 
(301A-301F) 


Copper Foil tape 


8271-0050-39 


Instrument 
Specialties, USA 



The devices shown in Figs. 1-9 (and the method associated therewith) are particularly 
useful when the plane of the bone 18 is not parallel to the plane of the skin 20. Fig. 10 
illustrates a negative interaction between a non-parallel bone presentation and one method of 
ultrasonic measurement utilizing reflections from a bone. When a reflection is determined 
from the bone, most of the energy is reflected at the incidence angle. Thus. If the incidence 
angle is zero (when the presentation is parallel), as shown for element 251, most of the energy 
is reflected back to element 251. However, if the presentation is non-parallel, as shown for 
element 253, most of the energy is not reflected back to the ultrasonic element. As a result, 
there is an increased susceptibiHty to noise and more difficulty in designing a receiver which is 
sensitive over several orders of magnitude. A possible end result of this problem is a difficulty 
in determining whether there is a bone surface at a certain distance from the transmitter. 



32 



wo '9/^5348 PCT/IL98/00299 
Fig. 1 1 illustrates an effect of non-parallel bone presentation on a measurement method 
in accordance with a preferred embodiment of the invention. Instead of measuring reflection, 
some preferred embodiments of the present invention measure only the amplitude of a wave 
which enters a bone and which is emitted by the bone. The entry of the wave into the bone and 
the emission of the wave from the bone, as shown in Fig. 11, are much less sensitive to small 
changes in the angle, as might be expected if the bone surface is uneven. This is especially true 
if the entry and exit angles and not perpendicular to the bone to begin with. 

In a preferred embodiment of the invention, once a probe is calibrated the calibrated 
parameters are then stored by computer 259 into a Read Only storage device, for example a 
FLASH ROM. This Read Only storage device is preferably coupled to probe 250 and/or 
incorporated in the probe 250, so that the calibration of a particular probe 250 is provided on 
its own Read Only storage device. When probe 250 is coupled to a measuring system using a 
connection plug, the calibration parameters of probe 250 are preferably retrieved by measuring 
system via plug terminals and are utihzed to measure velocity Vb- Alternatively or 
additionally, at least some signal processing circuitry is incorporated into probe 250 itself, 
which circuitry may utilize the calibration information. Alternatively or additionally, such 
Read Only memory may include a probe identification number and/or usage information, 
which is especially useful when a measurement system is used simultaneously with more than 
one probe connected thereto. 

One or more of the following parameters are preferably calibrated and/or stored on the 
Read Only memory: 

(a) distances between elements; 

(b) amplitudes of various parasitic waves; 

(c) time limits, minimal and/or maximal, outside of which parasitic waves may arrive 
at a receiver; 

(d) attenuation levels of ultrasonic waves; 

(e) transmission and/or reception frequency and/or spatial response of the transmitters 
and/or receivers; 

(f) bandwidth resonance characteristics of the transmitters and/or receivers 

(g) relative thickness of acoustic chamber underiying individual ultrasonic elements; 



and 



(h) chamber material speed of sound, which may include several speeds, one for each 
operating frequency. 

Acoustic bone velocity measurement has many uses. A first use is finding fractures and 
strains in bones. When a bone is over stressed or fractured (even a hairline fracture which is 
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hard to see in X-ray images), its acoustic velocity changes markedly at the locations 
surrounding the fracture. Owing to the high resolution of some embodiments of the present 
invention, fractures in the wrist bones can be identified utilizing preferred embodiments of the 
invention. 

A second use is in estimating the density of the bone and portions thereof to determine 
the loss of minerals in the bone due to diseases of the bone, osteoporosis or low-gravity 
environments. It should be noted that the velocity is dependent mainly on Young's Modulus, 
i.e., the lower the velocity, the weaker the bone. 

A third use is to chart the healing process of a broken bone. A common practice today 
is to keep the damaged bone in a cast until a predetermined period of time has elapsed. 
However, some patients require a longer or shorter healing period. X-ray images do not 
usually show enough detail to evaluate the integrity of the bone. By measuring and charting 
changes in acoustic bone velocity, a physician can more accurately estimate the state of bone 
repair, hi a preferred embodiment, a small hole is drilled in the cast and the acoustic bone 
velocity is measured without removing the cast. In some patients it is advantageous to compare 
changes in acoustic bone velocities of opposing limbs. 

Another use of the invention is for measuring the thickness of the cortex of the bone. 
Fig. 12 shows bone 18 having an inner core 316 and a cortex 314. The general diameter of 
bone 18 is D and the diameter of inner core 316 is d. Thus, the thickness of cortex 314 is (D- 
20 d)/2. 

In accordance with a further embodiment of the present invention, computer 259 
estimates the thickness of cortex 314 through utilization of an theoretically-derived and 
empirically-validated, non-dimensional curve of normalized velocity vs. normalized thickness, 
as shovra in Fig. 13 to which reference is now made. A discussion of the creation of the curve 
in Fig. 13 is discussed in the book. Stress Wave s in Solids, written by H. Kolsky, Oxford and 
Clarendon Press, 1953. Furthermore the probe 250 shown in Figs. 1-9 can advantageously be 
used for these determinations. 

The precise shape of the curve varies with the type of material being measured. 
However, it is has been determined by the present inventors that the shape of the curve is 
30 approximately constant for himian bones. 

The velocity Vl in the curve of Fig. 13 is normalized by the velocity Vq that would be 
achieved in an infinite solid and the thickness is normalized by the wavelength, X, of the wave 
from the transmitter. X is, of course, determined by Vg: 

X=VB/f (23) 
where f is the frequency of the ultrasound wave. It has been determined by the inventors that 
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the curve is approximately the same whether the thickness is the thickness D (Fig. 12) of bone 
18 or it the thickness (D - d)/2 (Fig. 12) of cortex 314. The proposed explanation is that the 
when the cortex is thick relative to X, the inner portions of the bone have no effect on the 
acoustic velocity. However, when the cortex is thin relative to X, the inner portions of the bone 
affect the acoustic velocity. The inner portions of bones are usually much softer than the 
cortex, so their acoustic velocity is much lower than the cortex's acoustic velocity. Thus, if a 
higher frequency is used, velocity in a thinner cortex bone layer can be measured. In a 
preferred embodiment of the invention, the frequency used in selected to match an expected 
bone layer thickness. Alternatively or additionally, a filter is placed on the receiver. 
Alternatively or additionally, the received wave is frequency analyzed. Alternatively or 
additionally, several frequencies are tested to determine which frequency is most suitable. 
Alternatively or additionally, a broadband pulse is used and the highest suitable (which can 
travel through a thin cortex) frequency will general arrive first, with the lower frequencies 
lagging significantly behind. 

It is noted that the curve has a region 330, for relatively small velocity ratios and small 
diameter/wavelength ratios and a region 332 for diameter/wavelength ratios greater than about 
1.5 in which the ordinate is asymptotic to 1.0. 

To estimate the thickness (D - d)/2 for a bone 18, the probe makes two measurements, 
once with a high frequency wave and once with a low frequency wave. For each measurement, 
computer 259 determines the wave velocity in the bone. Alternatively, in a preferred 
embodiment of the present invention probe 250 is a broadband probe and is operated only 
once. In addition, probe 250 preferably comprises frequency filters for separating received 
high frequency signals from low frequency signals. Thus, the high frequency velocity and the 
low frequency velocity are simultaneously measured utilizing the same broadband 
transmission. 

The response to the high frequency input wave, which has a low wavelength A., 
provides a velocity data point 334 somewhere along the region 332 from which the velocity 
Vq can be determined. The precise location of data point 334 is unknown, since the thickness 
is not yet determined. However, its precise location is generally unimportant. 

The response to the low frequency measurement provides a velocity data point 336 
somewhere within the region 330. Because the velocity Vl is known from the measurement 
and the velocity Vq may be known from the previous measurement, the location on the curve 
of the data point 336 is known. Therefore, the ratio (D - dy(2*X) can be determined. Since X is 
known from the frequency of the transmitter and the known velocities, the thickness of cortex 
3 14 (D - d)/2 can be determined. 
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It Should be appreciated that cortex thickness measurement is more practical when 
using the present method of acoustic bone velocity detennination, than when using 
conventional methods. High frequency waves attenuate rapidly when traveling through bone 
material. So, only when the path in bone 18 is short, as is possible using the present invention, 
are measurements using high frequency ultrasonic waves practical. Thus, in a preferred 
embodiment of the invention, the high frequency wave used is higher than in the conventional 
devices and therefore, suitable for thinner bones. 

In a preferred embodiment of the invention, probe 250 is used to determine a different 
one of the above four variables (Vb. Vs, cp and h), than Vb- In particular, it is possible to 
determine the velocity in soft tissue 22 using the methods and devices described herein above. 

In a preferred embodiment of the invention, a soft tissue velocity measurement may be 
made of a tissue embedded inside a second tissue. One example of such a measurement is in 
detemiining the acoustic velocity of a suspected cancerous lump. In a preferred embodiment of 
the invention, soft tissue velocity is determined along two paths, one which includes the lump 
and one which does not. If the size of the lump is known from an imager, the acoustic velocity 
in the lump may be determined by assessing its effect on the average soft tissue velocity 
measured by the methods described herein. In a preferred embodiment of the invention, soft 
tissue scanning is effected using a grid type device, as described above, so that it is easy to 
select which path a ultrasonic pulse will travel along in the soft tissue, by varying 
electrification of elements, rather than by moving a probe or its elements. 

In a preferred embodiment of the invention, a layer of soft tissue may be diagnosed by 
measuring the acoustic velocity, attenuation, frequency dependent attenuation and/or 
dispersion in the layer of soft tissue. Preferably, the acoustic grease used to couple the probe to 
the body is silicone oil having an acoustic velocity of approximately 1020 m/s. Alternatively 
or additionally, a grease is selected that does not fill skin pores. Alternatively or additionally, 
probe 250 is not pressed too hard against the soft tissue, in a manner which might compress it. 
By changing the frequency of the wave, and/or by transmitting a broadband pulse and 
determining frequency dependent responses, it is possible, according to a preferred 
embodiment of the present invention, to penetrate the soft tissue 22 with the wave, to a 
predetermined depth. As such, the velocity of the pulse in a specific layer in the soft tissue 22 
(e.g., skin 20, hypodermic layer, etc.) can be determined. In general, each successive layer of 
skin generally has a greater thickness and a higher ultrasonic velocity than the layer above it. 
In a preferred embodiment of the invention, skin analysis is used for dermatology, diabetes 
diagnostics and/or other endocrinology uses. In a preferred embodiment of the invention, the 
distance between transmitters and receivers in probe 250 is decreased so that no wave travels 
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through bone 18 faster than through the skin. Alternatively or additionally, other 
characteristics of probe 250 may be modified, including, pitch of ultrasonic elements and 
calibration settings, especially time windows for parasitic waves. These modifications are 
preferably made so that waves which travel along upper layers of the soft tissue are detected, 
while waves which travels along other paths in soft tissue and/or even in bone, are not detected 
or arrive outside a window of time in which soft-tissue waves are expected. 

As an estimate of soft tissue layer thickness through which the fastest wave will travel, 
a thickness of about the wave-length X = c/f, may be expected, where c. is the ultrasound 
velocity in the soft tissue 22 (in m/s), and f is the fi-equency (in Hz). This fastest wave 
determines, in some preferred embodiments of the invention, the effective thickness in which a 
soft-tissue measurement is made. For example, when the frequency is approximately 1 MHz 
and the velocity in the soft tissue 22 is approximately 1500 m/s, the thickness of the layer (of 
the soft tissue 22) in which the measurement is made is approximately between 1.5 and 2.0 



mm. 



It is also possible to provide additional transmitters and/or corresponding receivers to 
determine velocities in different layers of the soft tissue. As described above, the velocity in 
the soft tissue 22 can be determined by measuring the time of a fourth pulse and solving the 
equations above for the velocity in the soft tissue 22. A velocity and thickness of a second soft 
tissue layer may be determined is two additional measurements of travel time are made. Thus, 
it is possible to determine the velocity of a pulse in, e.g., a layer of fat tissue and in a layer of 
muscle tissue. 

It should be noted that many prior art methods of bone acoustic velocity determination 
use an inexact estimate for the values of soft tissue thickness and soft tissue velocity. If an 
embodiment of the present invention is used to detemiine more accurate values for the soft 
tissue thickness and velocity, these prior art methods will give more precise results. 

hi addition, measurement of soft tissue velocity is usefixl for determination of water, fat 
and muscle content of the tissue. Thus, dehydration and rehydration of a patient can be 
analyzed by measuring the soft tissue velocity, in a selected part of the patient's body, over a 
period of time. The muscle/fat ratio of the tissue can be determined if the water content of the 
tissue is known, or by averaging several results taken before and after the patient drinks water. 

When scanning a human female breast, the air tissue boundary can be used as a 
refiection plane. Preferably the breast is urged against a resilient form so that it does not move 
during imaging. 

In a fiirther embodiment of the present invention, scanning is accomplished using a cell 
array as described hereinabove. Preferably, the scans include scans of the same soft tissue from 
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multiple directions so that a velocity image of the tissue can be reconstructed, preferably using 
tomographic methods. 

As described above, the arrival of a wave from the bone is usually determined by that 
wave being a first wave which arrives at a particular receiver. In a preferred embodiment of the 
invention, a first wave from a bone is detected even if it is not a first wave at the receiver. In 
one preferred embodiment of the invention, use is made of the fact that the wave which travels 
through bone has different characteristics than a wave which travels only through soft tissue 
and/or a wave which travels through probe 250. One example of a different characteristic 
frequency-dependent attenuation. Another example is frequency dependent dispersion. Thus, 
when a wave is detected at a receiver, that wave may be analyzed to deterinine when the wave 
changes from a "soft tissue" type wave to a "bone" type wave. Alternatively or additionally, 
when a wave starts arriving from the bone, an increase, in at amplitude of least certain 
frequency components, may be detected. Since that newly arriving wave is additive to the soft- 
tissue traveling wave. 

In a preferred embodiment of the invention, a desired wave is detected in a method 
which bypasses and/or supplements the above considerations. This embodiment is based on 
the following observation: If a single wave is transmitted from a transmitter and is received by 
two different receivers, the received waves will have similar characteristics. In particular, the 
change in wave which occurs when a wave arrives from the bone will be similar for the two 
receivers, even though the background signal caused by waves which travel through soft tissue 
is different. In a preferred embodiment of the invention, the signal traces from two receivers 
are correlated to each other. It is expected that a strong correlation be detected where the bone- 
traveled waves arrive at the receivers. Determining a time delay by correlation may, in some 
cases be more accurate that first-arrived wave and may also be more robust to noise. In a 
preferred embodiment of the invention, the correlation is limited to a time window in which 
waves from the bone are expected. Alternatively or additionally, a periodic pulsed wave is 
used, so that the effect of a correct correlation is multiplied and can be tested against a match 
to the pulsing scheme. 

It will be appreciated by persons skilled in the art that the present invention is not 
limited by what has been particularly shown and described herein. Rather, the scope of the 
present invention is limited only by the following claims. 
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CLAIMS 

1 . A method of determining an acoustic velocity in a segment of a bone covered with a 
layer of soft tissue having an outer surface, comprising: 

determining a first travel time of a first ultrasonic wave along a first path from said 
5 outer surface back to said outer surface which path includes at least a first pan of said bone 
segment; 

determining a second travel time of a second ultrasonic wave along a second path from 
said outer surface back to said outer surface which path includes at least a second part of said 
bone segment; 

10 determining a third travel time of a third ultrasonic wave along a third path from said 

outer surface back to said outer surface which path includes at least a third part of said bone 
segment; and 

deriving said acoustic velocity in said segment of bone from said three determined 
travel times. 

15 

2. A method according to claim 1, wherein at least two of said first, second and third 
waves are generated simultaneously by a single transmitter. 

3. A method according to claim 1 or claim 2, wherein at least two of said first, second and 
20 third waves are detected simultaneously by a single receiver. 

4. A method according to any of claims 1-3, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially the same, when generated, 

25 5. A method according to any of claims 1-3, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially different, when generated. 

6. A method according to any of claims 1-5, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially different, when detected. 

30 

7. A method according to any of claims 1-5, wherein at least two of said first, second and 
third waves each have an average frequency that is substantially the same, when detected. 

8. A method according to any of claims 1-7, wherein each of said first, second and third 
35 paths comprises soft tissue portions and wherein at least two of said first, second and third 
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paths have an overlap of at least 20% over the length of their soft tissue portions. 



10 



9. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein at least two of said first, second and third 
paths have an overlap of at least 30% over the length of their soft tissue portions. 

10. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and third paths 
overlap by more than 20% of the length of their soft tissue portions. 

11. A method according to any of claims 1-7, wherein each of said first, second and third 
paths comprises soft tissue portions and wherein no two of said first, second and third paths 
overlap by more than 30% of the length of their soft tissue portions. 

15 12. A method according to any of claims 1-11, wherein at least two of said first, second 
and third bone parts overlap at least 20% over their length. 

13. A method according to any of claims 1-11, wherein at least two of said first, second 
and third bone parts overlap at least 40% over their length. 

20 

14. A method according to any of claims 1-11, wherein at least two of said first, second 
and third bone parts overlap at least 70% over their length. 

15. A method according to any of claims 1-11, wherein no two of said first, second and 
25 third bone parts overlap by 20% or more of their length. 

16. A method according to any of claims 1-11, wherein no two of said first, second and 
third bone parts overlap by 40%o or more of their length. 

30 17. A method according to any of claims 1-11, wherein no two of said first, second and 
third bone parts overlap by 70% or more of their length. 

18. A method according to any of claims 1-17, comprising estimating a soft tissue velocity 
and wherein deriving said acoustic velocity comprises deriving said bone velocity using said 
35 estimated soft tissue velocity. 
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1 9. A method according to any of claims 1-17, comprising determining a fourth travel time 
of a fourth ultrasonic wave along a fourth path from said outer surface back to said outer 
surface which path includes at least a fourth part of said bone segment and wherein deriving 
said acoustic velocity comprises deriving a bone velocity also using the fourth travel time. 

20. A method according to any of claims 1-19, wherein geometric projections of at least 
two of said acoustic wave paths onto the outer surface are parallel. 

21. A method according to any of claims 1-19, wherein no geometric projections of said 
acoustic wave paths onto the outer surface are parallel to each other. 

22. A method according to any of claims 1-19, wherein said acoustic waves are generated 
and detected by ultrasonic elements and wherein said ultrasonic elements are not coplanar. 

23. A method according to any of claims 1-22, wherein said outer surface is not parallel to 
an outer surface of said bone, while said waves travel through said bone. 

24. A method according to any of claims 1 -23, wherein deriving comprises solving a set of 
20 simultaneous equations. 

25. A method according to any of claims 1-24, comprising, repeating said determining of 
travel times and said deriving of acoustic velocity for a plurality of bone segments, to generate 
a map of acoustic bone velocity of at least a portion of a bone. 



15 



25 



30 



26. A method according to any of claims 1-25, comprising, repeating said determining of 
travel times and said deriving of acoustic velocity for a pluraUty of orientations of travel of 
said waves through said bone, to generate a map of directional acoustic bone velocity of at 
least a portion of a bone. 



27. A method of determining at least one of a set of unknowns, including an acoustic bone 
velocity, soft tissue velocity, a thickness of said soft tissue and an inclination angle of an outer 
surface of said soft tissue relative to the bone, comprising: 

determining the travel time of at least three ultrasonic waves which travel from said 
35 surface, to said bone, along the surface of said bone and back to said surface; and 



41 



wo 99/45348 PCT/IL98/00299 
deriving at least one of said unknowns from said three determined travel times. 



28. A method according to claim 27, wherein said at least one unknown comprises the soft 
tissue velocity. 

29. A method according to claim 27, comprising assuming a value for at least one of said 
imknowns. 

30. A method according to claim 29, wherein said assumed unknown comprises a soft 
tissue velocity. 

31. A probe for acoustic bone velocity measurement, comprising: 

at least four ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a controller which controls said at least one transmitter to transmit at least three 
ultrasonic waves through a layer of soft tissue to a bone, which controller detects via said at 
least one receiver, at least relative travel times of said three waves, after they travel along a 
surface of said bone and which controller derives an acoustic bone velocity from said 
determined at least travel times. 

32. A probe according to claim 31, wherein said at least four ultrasonic elements comprise 
three transmitters and one receiver. 

33. A probe according to claim 3 1 , wherein said at least four ultrasonic elements comprise 
three receivers and one transmitter. 

34. A probe according to claim 3 1 , wherein said at least four ultrasonic elements comprise 
two receivers and two transmitters. 

35. A probe according to any of claims 31-34, wherein said ultrasonic elements are not all 
collinear. 

36. A probe according to any of claims 31-34, wherein said ultrasonic elements are all 
collinear. 
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37. A probe according to any of claims 31-36, wherein all of said ultrasonic elements are 
coplanar. 



38. A probe according to any of claims 31-36, wherein not all of said ultrasonic elements 
are coplanar. 

39. A probe according to any of claims 31-38, wherein said probe is adapted to be urged 
against a skin layer of a soft tissue and wherein said ultrasonic elements are inclined relative to 
said layer at an inclination angle. 

40. A probe according to claim 39, wherein said inclination angle is determined responsive 
to an expected acoustic bone velocity. 

41 . A probe according to any of claims 3 1 -40, wherein said at least three ultrasonic waves 
are generated by a single transmitter as a single wave, which wave scatters to form said at least 
three waves. 



42. A probe for acoustic velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a plurality of staggered acoustic barriers which significantly attenuate ultrasonic waves 
which travel along a direct line in said probe between said transmitter and said receiver. 

43. A probe according to claim 42, wherein volumes in said probe between said at least 
one transmitter, said at least one receiver and said barriers comprise an ultrasonic attenuating 
filler. 



44. A probe according to claims 42 or claim 43, comprising electrical shielding for said at 
least one receiver and at least one transmitter. 

45. A probe according to any of claims 42-44, comprising at least two additional ultrasonic 
elements, which elements are also acoustically separated by said barriers. 

46. A probe according to any of claims 42-45, wherein said probe is adapted for acoustic 
bone velocity determination. 
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47. A probe according to any of claims 42-46, wherein an acoustic chamber is defined as 
being bordered by said at least transmitter and said at least receiver and a plane to be placed 
against a body, wherein said acoustic chamber comprises acoustically attenuating material. 

5 

48. An ultrasonic probe comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

an acoustic chamber defined as being bordered by said at least transmitter and said at 
10 least receiver and a plane to be placed against a body, 

wherein said acoustic chamber comprises acoustically attenuating material. 

49. A probe according to any of claims 31-48, wherein said ultrasonic elements are 
comprised in an ultrasonic element grid. 

15 

50. A probe according to claim 49, wherein said probe scans a bone by electrically 
scanning said grid. 

51. A probe according to any of claims 31-50, wherein at least one of said ultrasonic 
20 elements comprises a phased array. 

52. A probe according to claim 51, wherein an inclination angle for said phased array 
elements is achieved by electrically controlling said phased array. 

25 53. A probe according to any of claims 31-52, comprising a memory device attached to 
said probe, wherein calibration data for said probe are stored on said memory device. 

54. A probe according to claim 53, wherein said calibration data comprises at least one 
distance between ultrasonic elements. 

30 

55. A probe according to claim 53 or 54, wherein said calibration data comprises at least 
one vertical displacement of an ultrasonic element. 

56. A probe according to claim 53 or 54, wherein said calibration data comprises at least 
35 one vertical displacement of a path between two of said ultrasonic elements. 
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57. A probe according to any of claims 53-56, wherein said calibration data comprises a 
late cutoff time, after which received waves are ignored. 

58. A probe according to any of claims 53-57, wherein said cahbration data comprises an 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a surface against which said probe is urged in use. 

59. A method of rejecting parasitic signals in an acoustic bone velocity probe, comprising: 
detecting signals arriving at a receiver, from a transmitter, ostensibly after the signal 

traveled through a portion of bone; and 

rejecting said signal if said signal arrives after a predetermined time limit, associated 
with waves which do not travel through the bone. 

15 60. A method according to claim 59, wherein said signal is rejected if it arrives before a 
second time limit. 

61. A method according to claim 59 or claim 60, wherein said predetermined time limit is 
determined based on a calibration of the probe. 

20 

62. A method of detecting the arrival of an ultrasonic wave from a bone, in the presence of 
waves traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft-tissue waves; and 
analyzing said signals to detect changes in amplitude in at least one frequency in said 
25 signal, which changes are associated with said wave from said bone. 

63. A method according to claims 62, wherein said analyzing comprises determining a 
significant increase in amplitude of the signal, when a wave arrives from a bone. 

30 64. A method of detecting the arrival of an ultrasonic wave from a bone, in the presence of 
waves traveling substantially only through soft tissue, comprising: 

acquiring a signal representative of said bone wave and said soft tissue waves at a first 
receiver; 

acquiring a signal representative of said bone wave and said soft tissue waves at a 
35 second receiver; and 
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correlating the two signal to detect arrival of a wave from said bone. 
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65. A method according to claim 64, wherein said correlation is performed responsive to 
the generation of said wave. 

66. A method according to claim 65, wherein said correlation is performed responsive to 
an expected arrival time window of said wave. 

67. A method of acoustic bone velocity determination, comprising: 
urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 

parallel to an underlying bone surface; 

transmitting at least one wave to said bone surface and receiving at least two waves 
from said bone surface, wherein said received waves are waves that are not reflected from said 
surface; 

15 measuring a travel time for each of said received waves; and 

deriving said acoustic bone velocity from said measured travel times. 

68. A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
20 parallel to an underlying bone surface; 

transmitting at least one wave from said probe to said bone surface and receiving at 
least two waves from said bone surface, wherein waves are transmitted and received from 
locations in the probe, which transmission and reception locations are not coplanar; 
measuring a travel time for each of said received waves; and 
25 deriving said acoustic bone velocity from said measured travel times. 

69. A method of acoustic bone velocity determination, comprising: 

urging an acoustic bone velocity probe onto the surface of a soft tissue layer and not 
parallel to an underlying bone surface; 

transmitting at least one wave to said bone surface and receiving at least two waves 
from said bone surface, wherein the waves connect at least three locations in the probe, each 
said location being a transmission location or a receiving location and wherein at least one pair 
of connected locations is not coIHnear with any other pair of connected locations; 
measuring a travel time for said received waves; and 
deriving said acoustic bone velocity from said measurements. 
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70. A method of acoustic bone velocity determination, comprising: 

transmitting at least one ultrasonic wave to a bone, which wave travels along the 
surface of the bone; 

receiving said wave; and 

analyzing a travel time of a particular frequency in said received wave, wherein said 
particular frequency is related to an expected thickness of a cortex of the bone. 

71. A method according to claim 70, wherein said wave is transmitted as a narrow band 
wave at said particular frequency. 

72. A method of calibrating a probe including a plurality of ultrasonic elements including 
at least one transmitter and one receiver, comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times between at least two pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring 
a second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining from said travel times at least two distances between pairs of said 
ultrasonic elements. 

73. A method according to claim 72, wherein determining comprises determining at least 
one average vertical displacement of at least one of said pairs of elements. 

74. A method of calibrating a probe comprising a plurality of ultrasonic elements including 
at least one transmitter and one receiver, the method comprising: 

coupling said probe to a plate having a first known acoustic velocity and measuring a 
first plurality of travel times between at least two pairs of said ultrasonic elements; 

coupling said probe to a plate having a second known acoustic velocity and measuring 
a second plurality of travel times between at least two pairs of said ultrasonic elements; and 

determining from said travel times at least one average vertical displacement of at least 
one of said pairs of elements. 

75. A method according to any of claims 72-74, wherein said plurality of ultrasonic 
elements comprises at least four ultrasonic elements. 
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76. A probe for acoustic bone velocity detennination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises at least one vertical displacement of a path 
between two of said ultrasonic elements. 

77. A probe for acoustic bone velocity determination, comprising: 

at least two ultrasonic elements, at least one of which comprises a transmitter and at 
least one of which comprises a receiver; and 

- a memory device attached to said probe, wherein calibration data for said probe are 
stored on said memory device, 

wherein said calibration data comprises a late cutoff time, after which received waves 
are ignored. 

78. A probe according to claim 76 or claim 77, wherein said calibration data comprises at 
least one distance between ultrasonic elements. 

79. A probe according to any of claims 76-78, wherein said calibration data comprises at 
least one vertical displacement of an ultrasonic element. 



an 



80. A probe according to any of claims 76-79, wherein said calibration data comprises 
acoustic velocity of a portion of the probe between at least one of said ultrasonic elements and 
a surface against which said probe is urged in use. 
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